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ABSTRACT 

Statements are presented which were made at this 
hearing to amend the Public Health Service Act to provide for the 
compensation of children and others who have sustained 
vaccine-related injury. While the hearing focused on the costs and 
the regulatory burden that might be imposed by the legislation, the 
following areas were also addressed: (1) the general childhood , 
immunization program; (2) the increasing costs of the vaccines; and 
(3) the findings of the Federal task force report on pertussis, the 
most controversial of the seven childhood vaccines. (JD) 
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NATIONAL CHILDHOOD VACCINE-INJURY 
COMPENSATION ACT 



THURSDAY, MAY 3, 1984 

U.S. Senate, 
Committee on Labor and Human Resources, 

Washington, DC. 

The committee met, pursuant to recess, at 9:38 a.m., in room 562, 
Dirksen Senate Office Building, Senator Paula Hawkins (acting 
chairwoman of the committee.) presiding. 

Present: Senator Hawkins. 

OPKNING STATEMENT OF SENATOR HAWKINS 

Senator Hawkins. Good morning. 

Today we are holding a hearing, the fourth in a series on the 
child immunization program. Today we are going to focus on the 
Hawkins bill, Senate 2117, the National Childhood Vaccine-Injury 
Compensation Act. 

Out of necessity, this hearing will focus on the costs and regula- 
tory burden that might be imposed by this legislation. But, to 
remind us why this legislation is necessary, I would first like to 
show a short video presentation produced by Wendy Scholl of Flori- 
da, a witness at an earlier hearing. This tape shows pictures of 
children in Florida who suffered injuries due to apparent adverse 
reactions to vaccines. 

Would you show that, please? 

[Whereupon, a video tape was viewed.] 

Senator Hawkins. Thank you. 

My intent in sponsoring this legislation and holding these hear- 
ings is not to frighten j.arents away from immunizing their chil- 
dren against childhood diseases, nor is it to assess any blame. My 
intent is simply to improve our Nations immunization program so 
that it better achieves its original goal of safeguarding our chil- 
dren's health. 

Our previous hearings identified a number of areas that need to 
be addressed: the general childhood immunization program; the in- 
creasing costs of the vaccines; and the findings of the Federal task 
force report on pertussis, the most controversial of the seven child- 
hood vacc ; nes. Testimony presented at those earlier hearings dem- 
onstrated the need for a better vaccine for pertussis, the need to 
continue our search for safer and more effective vaccines, the need 
for a better recordkeeping system, the need for a better system of 
reporting adverse reactions to vaccines as well as incidences of the 
actual disease, the need for better communication between parent 

(l) 



and physician, and the need for a better method of compensating 
those few children injured by adverse reactions to childhood 
vaccines. 

The legislation we are considering today addresses all of these 
needs. Although compensation of tue injured children is a key com- 
ponent of S. 2117, the other provisions of this bill are of equal im- 
portance, perhaps more important, because they are designed to 
improve the entire immunization program to prevent the injuries 
in the first place. 

These provisions include mandatory recordkeeping by the health 
professional of the date, dosage, vaccine manufacturer, and lot 
number for each immunization given; mandatory reporting of ad- 
verse reactions occurring within a specified period of time follow- 
ing immunization; required studies of the relationship between vac- 
cination and certain illnesses, injuries, and conditions; development 
of tests or procedures to determine categories of children who may 
he particularly susceptible to an adverse reaction; and development 
of parent information materials on the risks of vaccination, the 
n*ks of the diseases, and what reactions and signs the parent 
should monitor and report to the physician. 

Despite 'he tremendous progress that we have made in safe- 
guarding ou. \.idren against deadly childhood diseases, we cannot 
afford to be couipiacent. Too many children have died, and too 
many have been i.tj'.ired from adverse reactions to the vaccines as 
welfas the- disease- ihem*el ves. Too many parents have lost faith 
in our vaccination program. 

I think inaction is what we should fear, not steps designed to im- 
prove the childhood immunization program. Without our health— 
and our children's health—we have nothing. With it, we have the 
potential for everything. 

Before we hear from the first panel of witnesses, we will receive 
for the record the prepared statements of Senator Hatch, chairman 
of the full committee, and Senators Kennedy, Grassley, and Thur- 
mond 

(The statements of Senators Hatch. Kennedy, Grassley, and 
Thurmond follow:] 

OPKMMi STATK.MKNT OF SKNATOK HATCH 

Senator Hatch I am pleased to see full Labor and Human Re- 
source Committee hearings today to address a small but significant 
public health problem— the incidence of harmful and occasionally 
even fatal reactions to vaccines administered to children. As we 
discuss unfortunate incidence of harm resulting from vaccines, I 
hope we will not lose sight of the miracle which has been from 
their use 

Childhood immunization is perhaps the single most successful 
public health effort in the history of the world. Widespread epide- 
mics of common childhood diseases were once fatal to tens of thou- 
sands of infants and children every year. Thanks to immunization 
programs, such disasters are not history. 

Madly, the great success of immunization programs is not fully 
appreciated bv the general public and perhaps not even by re- 
>earchers Our public health officials must combat parental laxity 
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in getting children immunized. On the other hand, insufficient re- 
search focus has been placed on the eliminating of adverse reac- » 
tions to vaccines. For example, we need to learn about the inci- 
dence of side effects and how we can prevent them happening in 
the future. 

As we consider these very real problems* I want to make certain 
that our doubts and fears about immunization not overshadow the 
great benefits that have resulted from widespread immunization of 
children. I believe it would be a tragedy if our citizens were to lose 
faith in public vaccination programs which have been so important 
and effective in saving lives and improving health. 

I want to commend my colleague, Senator Hawkins, for her in- 
terest and leadership in our childhood immunization program. She 
has spent many months investigating issues related to vaccine-re- 
lated injuries and how we might manufacture safer vaccines. She 
has also developed legislation to provide compensation for victims 
of vaccine-related injury. On November 17, 1983, she introduced 
the National Childhood Vaccine-Injury Compensation Act (S. 2117). 
This legislation was developed in conjunction with physicians and 
parents of vaccine-injured children, and is a first step in the devel- 
opment of a method of compensation* for such injuries. 

As these* hearings proceed, I welcome the opportunity to learn 
more about issues related to this legislation. There is conflicting 
data on the cost of S. 2117, there are differing opinions on how we 
might finance compensation, and concerns about qualifications for 
such compensation. Therefore, I welcome our witnesses today and 
look forward to their testimony. I hope they will provide us with 
important information we will need to thoroughly consider this 
issue. 

OI'KNIM; statkmknt of sknatok kknnkdy 

Senator Kknnkdy. Madam Chairman, today the Labor Commit- 
tee meets to consider a very important issue, the question of 
whether the Congress should enact legislation which would create 
a National Childhood Vaccine Compensation Program. There ap- 
pears to be a growing concern among professionals, parents and ad- 
ministrators that some type of vaccine injury compensation pro- 
gram is necessary. We must preserve our national policy that a 
vaccination program is an excellent way to reduce the frequency of 
a number of infectious diseases and to avoid the many ill effects 
those diseases bring upon their victims. In addition, to the obvious 
question of avoiding the pain and suffering that infectious diseases 
cause, there is the additional consideration of reducing the costs in- 
curred by diseases that may be preventable; clearly, given the high 
cost of health care in America today, any mechanism which re- 
duces the need for hospitalization, reduces the cost of treatment 
and rehabilitation and reduces the cost and sorrow of death, is wel- 
come 

However, we have conn 1 to recognize that despite the overwhelm- 
ing social benefits derived from our childhood immunization pro- 
gram, there are obvious and painful costs. Even when vaccines are 
properly manufactured, distributed and administered, there will be 
a case of paralytic polio which will result from t ho administration 
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of each "> million doses of polio vaccine; there will be a serious neu- 
rological injury which will result from every 300,000 doses of DTP 
vaccine, and in rare cases there are severe consequences from the 
administration of MMR vaccines. These few but important injuries 
create doubts and fears in our National Childhood Vaccination Pro- 
grams, doubts and fears that erode the confidence of caring par- 
ents. These fev injuries also create the threat of substantial liabil- 
ity for the Manufacturers and distributors of our Nation's supply of 
vaccine. 

We live in an imperfect world. There is no such thing as certain- f 
ty in the delivery of medical treatments, and there is no such thing 
as certainty in the administration of our Nation's vaccination pro- 
grams. I do not think that we can insist on a vaccination program 
that guarantees no injuries and no consequences. If we required 
that kind of assurance, we would rarely do anything to protect the 
health of the American people. I made this observation 5 years ago 
as the chairman of the Subcommittee on Health and Scientific Re- 
*i# *m reh when we considered liability issues associated with the 
swine influenza immunization program, and 1 repeat it here. 

We would sacrifice much that is good in the pursuit of the per- 
fect. However, we cannot ignore the pains and suffering of those 
few but inevitable victims of our national immunization program. 
We cannot ignore those parents who have doubts and fears. 

We must be able to get vaccines to children in the right time and 
place, at an acceptable cost and without creating exorbitant and 
unpredictable legal difficulties. We must be able to assure parents 
that when their children are the victims of an appropriate and ra- 
tional national policy, a compassionate Government will assist 
them in their hour of need. We cannot tolerate a system which dis- 
courages immunization, increases the risks to the very children in 
need of protection, and encourages litigution within a tort system 
which awards few handsomely and sends others equally aggrieved 
away penniless. 

On the other hand, we should not propose a system which is eco- 
nomically and politically unreasonable. Wo -:annot ignore the fact 
such a proposed system would benefit no one. 

Today, the Labor Committee will hear the honest and candid 
comments of our witnesses. I am sure that the answers they pro- 
vide and the questions that they raise will help us to develop a na- 
tional vaccine injury compensation program that is fair, equitable 
and reasonable. 

Oi'KMNC STATKMKNT OF SKNATOR UKASSLKY 

Senator Ckahsi.ky. 1 want to commend Senator Hawkins for her 
efforts to bring systematic and responsible attention to the issue of 
vaccine-related injuries. The three previous hearings she has held 
on this topic have identified a number of goals we should strive Uo 
achieve 

Kirst. we should strive to maintain public confidence in our im- 
munization programs. As a number of witnesses stated at earlier 
hearings, and as I believe some of today's witnesses will also state, 
immunization of children has been spectacularly successful. A 
niMnber of life-taking children's diseases have either been eliminat- 



ed or all but eliminated as a result of our immunization programs. 
Furthermore, knowledgeable parties agree that, for individuals, the 
benefits of immunization outweigh the risks involved. It is impor- 
tant to make this point because many younger parents may have 
no memory of the devastating effects which epidemics of childhood 
diseases can have. Physicians who participate and who competently 
follow currently accepted practice must bo able to feel confident 
that they will not be censured or sued as a consequence of their 
participation. 

Second, although the incidence of adverse effect is very low, we 
r-.hould satsify ourselves that we are doing all that it is possible to 
do to eliminate all adverse effects of vaccines. One important prior- 
ity should be to develop better, safer, vaccines. A second important 
priority should be to try to be sure that parents and physicians are 
well informed about the possible risks involved, and particularly 
about symptoms of adverse vaccine reaction, so that remedial steps 
can be taken immediately if a recipient appears to have adverse re- 
actions. 

Third, we should satisfy ourselves that we are doing all that it is 
possible to do to improve our knowledge of the extent, patterns, 
and causes of adverse leactions to vaccines. There appears to be a 
concern in some quarters at the present time that we do not have 
reliable knowledge about the extent, patterns, and causes of such 
adverse reactions. It is argued that this is partially a problem of 
inadequate recording of data about such vaccines and vaccinations, 
and partially a problem of inadequate reporting about adverse re- 
actions. The establishment of causal relationships between particu- 
lar vaccines and adverse reactions they might engender is very im- 
portant also. Apparently at present a temporal association is the 
usual basis for concluding that a particular child might have expe- 
rienced a vaccina -caused episode. C early, and particularly if this 
committee wishes to consider a Vaccine Injury Compensation Pro- 
gram, we should satisfy ourselves that enough is being done 10 help 
u^ better understand the causal relationships between ac verse 
events and vaccines. A temporal association is not enough. 

Fourth, we have to ask ourselves whether our present system of 
compensating people who are injured by vaccines is equitable and 
reasonable*— that it compensates in a fair and timely way in those 
cases where it is unambiguously detfionst rated that a particular 
vaccine caused damage. In all of our States, vaccination is required 
before a child will be allowed to enter public school. Federal, State, 
and local government officials urge all parents to immunize their 
children. For all practical purposes, immunization programs have 
become obligatory. Should a child sustain injury as a consequence 
of such an immunization program, it hardly seems fair that that 
child or its parents should sustain tne entire burden of the conse- 
quences which may follow. 

Our present system may also have contributed, through large li- 
ability awards, to raising vaccine prices, and to causing American 
companies to leave the field of vaccine production. Just how impor- 
tant liability awards have been in causing these effects is not clear. 
Hut in any case. ; t is therefore argued that some sort of compensa- 
tion program is a gocd idea; that creation of such a program would 
hrlp relieve the burden on children who sustain injury and their 
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families, and help ensure that American manufacturers continue 
to produce vaccines. 

S. 2117 is an effort to achieve some of these goals. I look forward 
to the testimony the committee will take today for the help it can 
give us in deciding whether everything that should be done on 
these problems is being done, and, if not, whether S. 2117 lays out 
the best ways to proceed. 

OPENING STATEMENT OF SENATOR THURMOND 

Senator Thurmond. Madam Chairman, it is a pleasure to receive 
testimony today concerning S. 2117, the National Childhood Vac- 
cine-Injury Compensation Act. 

Madam Chairman, one of the most significant achievements of 
science and medicine in the last century has been the development 
of vaccines which protect our children from a number of devastat- 
ing diseases. While it is true that adverse reactions occasionally 
occur in vaccine recipients, it is impossible to measure the pain 
and suffering that has been avoided through the immunization of 
children. 

I want to commend Senator Hawkins for her recognition of the 
problems experienced by those who Suffer adverse reactions to vac- 
cines and their families, and for her efforts to address those prob- 
lems through the legislation we will consider today. 

However, I have reviewed the prepared testimony of Dr, Brandt 
for this hearing and I believe he has raised some very important 
questions and concerns about S. 2117. Dr. Brandt's most serious 
concerns relate to the broad list of compensable conditions included 
in the bill and the level of payments established by the bill. 

So, I look forward to the discussion today of these issues and to 
the testimony of r A\ the distinguished witnesses who will testify. 

Senator Hawkins. I would like to welcome Dr, Brandt back with 
us today, and Dr. Mason and Dr. Hinman to the hearing todav. I 
believe this is the third time that Dr. Hinman has testified before 
our committee on this issue of childhood immunization, but I think 
we are making progress with each hearing. 

Dr, Brandt, we would like to begin with you, please. 

STATKMKNT OF EDWARD M. BRANDT, JR.. M.I) M ASSISTANT SEC- 
RETARY OF HEALTH, DEPARTMENT OF HEALTH AN I; HUMAN 
SERVICES, ACCOMPANIED BY DR. JAMES O. MASON, DIRECTOR, 
CENTERS FOR DISEASE CONTROL; AND DR. ALAN HINMAN, IM- 
Ml NIZATION DIVISION, CENTERS FOR DISEASE CONTROL 

Dr. Brandt. Thank you very much, Madam Chairman. 

With your permission, I would like to submit my entire testimo- 
ny for the record, and only summarize it here. 

Immunization of children is one of the most spectacularly suc- 
cessful preventive health measures available. Through the appro- 
priate use of vaccine, smallpox has been eradicated from the earth. 
In this country we have also essentially eliminated diphtheria, tet- 
anus, and poliomyelitis as diseases of children. We are en the verge 
of achieving elimination of measles as a native disease and are be- 
ginning to intensify our efforts in order to hasten the ultimate 
elimination of rubella. 
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I hese aehievi-ments have had a dramatic impact on the morbidi- 
ty that used to be considered an inevitable part of growing up. 
Thousands of children are now alive and well who would have died 
of these diseases if our modern vaccines had not been developed. 

Current vaccines are both safe and effective. However, they are 
neither perfectly safe nor perfectly effective. Occasionally they will 
fail to provide the protection desired, and occasionally ihey cause 
something not desired— an adverse reaction. The challenge in vac- 
cine development is to maximize efficacy while minimizing the risk 
of adverse effects. This balancing of benefits and risks is complicat- 
ed by the difficulties in establishing a causal relationship between 
the administration of a vaccine and the occurrence of an adverse 
event 

A wide array of conditions, many with severe or fatal conse- 
quences, may affect children. Many of these are of unknown cause. 
Since almost all infants receive vaccines during these same 
months, it is inevitable that some of these conditions will occur in 
temporal association with receipt of a vaccine, although not caused 
by the vaccination. It is equally true that properly manufactured 
and administered vaccines can, on occasion, cause unavoidable 
damage. Despite careful study of individual circumstances, it is 
often impossible to state with certainty whether or not vaccine has 
actually played a role in the development of an adverse event. It is 
appropriate, therefore, to be cautious in ascribing a causal role to 
the vaccine in individual cases unless studies have clearly demon- 
strated that an excess number of such adverse conditions occur 
among vaccine recipients. 

We are very concerned about the problem of veccine-associated 
injuries and are eager to minimize their occurrence. We have es- 
tablished an interagency work group to monitor vaccine develop- 
ment, production, and usage. We have carried out or funded sever- 
al studies concerning vaccine reactions, and these, of course, were 
summarized in a report submitted to you, Madam Chairman, last 
year 

We have established a monitoring system for adverse events fol- 
lowing immunization in the public sector at the CDC, and the FDA 
continues to receive reports from the private sector. 

Although the occurrence of adverse events following immuniza- 
tion can be minimised, it cannot be eliminated entirely. Thus, 
there will always be a small number of individuals who are 
harmed by the vaccines that protect our society. S. 2117 addresses 
an important issue— compensation for individuals who are injured 
as a result of receiving vaccines which are universally recommend- 
ed and often required by State laws. The bill has a laudable goal 
and in general seems to reflect recommendations that have been 
made to the Department over the past several years by many dif- 
ferent groups. However, the bill has major weaknesses which make 
it impossible to support. Of special concern are the broad list of 
compensable conditions, the level of payment established, and the 
retroactivity provisions. These factors interrelate to provide a sig- 
nificant disincentive to childhood vaccination programs. In my pre- 
pared testimony I discuss all of these concerns in more detail." 

Our major concern about the list of compensable conditions is 
that the bill establishes a strong presumption that vaccine is re- 
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sponsible for essentially any adverse condition that happens after 
immunization unless there is incontrovertible evidence of other 
causation. This presumption of guilt would undermine public confi- 
dence in immunizations. 

Furthermore, the criteria for qualification are broad enough to 
permit compensation in a wide variety of circumstances including 
situations in which the relationship of the vaccine to the injury is 
not clear. * 

We also have given some examples, Madam Chairman, ot compu- 
tations of the compensation, and, in addition, would point out that 
the Congressional Budget Office has estimated that the cost of this 
bill to the Federal Treasury, not including the increase in the cost 
of the vaccine doses, for the first 3 years would be approximately 
$4.9 billion. 

As to retroactivity, the bill provides that any designated event 
which occurred before enactment would also automatically be eligi- 
ble for compensation. Given the lack of specificity of eligibility cri- 
teria, one can envision a number of situations as outlined in the 
testimony. 

There are numerous additional problems with the program that 
this bill would establish, and I have mentioned some of them in the 
testimony. 

Madam Chairman, this is a very complicated area. It is one that 
does demand some sort of solution, and one in which it is obvious 
that there is not a single simple solution. 

We are not convinced that a Federal program is needed to ac- 
complish this. As well-intentioned as S. 2117 is, its provisions, in 
our view, complicate an already complex situation rather than help 
to resolve it. For these reasons, he administration opposes the bill. 
We will continue, however, to work with this committee on the im- 
portant policy issues addressed by this legislation. ■ 

I and my colleagues wouid be nappy, Madam Chairman, to 
answer anv questions. 

|The prepared statement of Dr. Brandt follows:] 
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Mr. ' einaan and teibtrs of the (kmeaittee, I ea pitta** to appear before you 
today to diecuee 5. 2117, the "National Childhood Vacc ioe-Iujury Cowpenaation 
Act." I as accompanied by Di . Jaact Haaon, Oiractor of tbt Caotere for 
Disease Control, and Or. Alan Hinman, Director of the Diviaion of Imatjniaetion 
of the Centera for Diaeaae Control. 

Immunisation of children ia one of thu Boat epectaculerly aucceaaful 
preventive health measure* available. Through the appropriete uee of vaccine, 
amallpox haa been eradicated fro* the earth. In thia country we hav* elao 
eaaentially eliminated diphtheria, tetanua, and poliomyelitis aa diaeeaea of 
children. We are on the verge of echieving elimination of measles aa a netive 
diaeaae and are beginning to intenaify our efforta in order to haaten the 
ultimate eliminetion of rubelle. Theae echievemente have had a dramatic 
impact on the morbidity that uaed to be conaidered an ineviteble pert of 
growing up. Thouaanda of children are' now alive end well who would heve died 
of theae diaeeaea if our modern vaccinea had not bean developed. Current 
veccinee ere both aafe end effective. However, they ere neither perfectly 
safe mr perfectly effective. Therefore, occaaionally they will fail to 
provide thet which ia deaired (protection), and occaaionally they will cauae 
aotaething that ia not deaired (in udverae reection). The challenge in vaccine 
development ia to maximise efficecy while minimiting the riak of adverae 
effecta. After a veccine ia Ucenaed end put into uae, it ia alao important 
to meintein eurveiUance to enaure that the benefita of vaccination continue 
to outweigh the riaka. Thia balancing of benefita end riaka ia complicated by 
the difficultiea in eatabliahing a cauaal reiationahip between the 
adminiatration of a vaccine *nd the occurrence of an adverae event. 
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The month* ot infancy and early childhood are fraught with a multitude of 
dangers. An array of conditiona, many with severe or fatal consequences, may 
affect children. Many of these conditions are of unknown cause* Since almost 
all infants receive vaccines during these same months, it ia inevitable that 
some of these conditions will occur in temporal association with receipt of a 
vaccine, although not caused by the vaccination. It is equally true that 
properly manufactured and administered vaccines can, on occasion, cause 
unavoidable damage. Despite careful study of ir.dividual circumstances, it is 
often impossible to state with certainty whether or not vaccine has actually 
played a role in the development of an adverae event. Since virtually all 
adverse conditions associated with vaccination alao occur unrelated to 
vaccination, it is appropriate to b» cautious in ascribing a causal role to 
the vaccine unless studies have clearly demonstrated that an excess number of 
such advert? conditions occur among vaccine recipients. ^ 

It is not clear what proportion of current vaccine prices is made up of the 
vurrpnt and anticipated future costs of vaccine injury claims and litigation. 
TaMes 1 and 2 t which I am including with the written testimony, indicate the 
per-dose cost ot different vaccines in the public and private sectors and give 
s.w estimate of the magnitude of the childhood vaccine market in the United 
Statrs at present. In summary, we estimate the total childhood vaccine market 
in r he touted States t o be ar prox ima t e 1 y tikb million per year 

Wp are ve rv concerned about the problem of vaccine-associated injuries and are 
esK*M t«» minimize their occurrence. We have established an interagency work 
jir« ij t'» Biwuti'i vaccine development, production, and usage. We have carried 
on! or funded several studies concerning vaccine reactions; thoae were 
aummar iifj in a report suhmitted r.<> Senator Hawkins last year. We have 
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ct.hlished a monitoring System for advene event, following immunisation in 
the public sector at the Center* for Disease Control, and the Food and Urug 
Administration continues to receive reports from the private aector. 
information from these systems is used to help us evaluate the significance of 
event* which occur following the receipt of vaccines. Recently, the Public 
Health Service ImsunUat ion Practices Advisory Committee UCIP) modified its 
recommmdations about the use of pertussis vaccine in infants and children who 
have previously had convulsions, based largely on data from the CDC monitoring 
svstera. Sine no vaccine is totally without some risks, this continued 
balancing of thp risk* and benefit* of immunizations is essential and is an 
integral part of our activities. To try to assure parental understanding of 
llNkli ^.l hrnrtits of vaccines, we have developed and implemented in the 
public aector a senes of "Important Information Statements" des'.gned to 
pres-n the —si important facts concerning vaccines. These forms are updated 
per lod ica I J v * 
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, K ., the ..trance of adverse events following immunization can be 
.ini.iiod, it cannot be eliminated entirely. Ihu8. there will always be a 
small ...."--.-r o! individuals who are harmed by the vaccines that protect our 
Si .., ptv . s . addresses an important issue—compensation for individuals 

w,., a,.- .n,ur.d as a result of receiving vaccines wr ich are universally 
re. .amended and ofren required by State laws. It establishes a mechanism by 
whirl- a:, injured party can receive compensation without having to prove 
negligence. It guarantees that those who experience certain designated events 

„,,| r .v.- compensation for medical expenses, special education and 

rehabilitation, forgone wages, and pa.n and suffering. The bill has a 

la.. fable goal and in general aeems to reflect recommendations that have been 

„,„.... ... the Department over the past several years by many different groups. 
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including national immunisation work group* and the American Academy of 
Pediatrics. However, the bill also has major weaknesses which mske it 
impossible to support. Of special concern are the broad list of compensable 
condition*, the level of payment established, and the retroactivity 
provisions. These factors interrelate to provide a significant disincentive 
to childhood vaccine programs. I will discuss each of these concerns briefly. 

l - The Uat _ of compensable conditions . The bill establishes a list of 
acute events covered and the time period in which these oust occur in 
lelation to vaccination in order for the vaccine recipient to qualify 
tor compensation. The event must require hosp i t al i eat ion and incur 
expends of at least *2,:>00, or must involve the death of the recip- 
ient. Although lome of the conditions proposed in the bill have been 
temporally sssociated with receipt of pertussis-containing vaccine, 
scientific consensus does not exist that all of these conditions are 
caused by the vaccine snd likely to lead to permanent damage. Senou* 
questions renmin both about immediate causation of these conditions 
aid tNe relationship of these conditions to sequelae. 

It: a.Mici.ui, the bill is so vague as to allow virtually any event 
r»»iiiivin K one of the listed events to be considered as causailv 
:etdCj, The bill establishes a strong presumption that the vaccine 

responsible for essentially any adverse condition that happens 
Atter iiranomzation unless there is incontrovertible evidence of other 
• 4-maii.m. This presumption of guilt would undermine public 
, .»i> f i 1*11, t " i:> imrmini ?at ions , 
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Seversi itess listed in the "vaccine injury" table occur relatively 
cotmnonly alter receipt of pertussis-contsining vaccine. Table 3 
summarizes the estimated annual frequency of events liated as 
compensable in the bill. An unknown but substsntisl proportion of 
those events likely would meet the criterion of hoapita 1 iiat ion with 
medical expenses totalling |2,500. The level of compensation that 
would be awarded to these individuals cannot be estimsted with 
certainty. Given the current leval of medical costs and the incentive 
which may be posed by the existence of the compensation system, it 
seems likely that a substantial proportion of persons with these 
conditions might be hospitalized (sometimes unnecesssr i ly ) snd incur 
expenses in excess of $2,500. The criteris for qusl if icst ion sre 
broa«J enough to permit compensstion in a wide variety of 
circumstances, including situations in which the relationship of the 
vaccine to the injury is not clesr. For example, the bill could 
potentially allow for compensation of a child who had a simple febrile 
seizure before lmmun i zs t ion if the child had s similsr febrile seizure 
after immunization and subsequently had two further 'ebrile seizures 
within trie next year. 

A.i 1 1 1 i ona 1 1 y , the "other appropriate factors" to be taken into 
consideration to determine compensation include prolonged sleeping 
witn difficulty arousing, s condition practically impossible to define 
objectively. A single fever of 105°F sccotnpsnied by irritsbility 
(rift further sprtified) would also be viewed as compenssble. Finslly, 
lt should br noted thst the msni festst ion must not necesssrily hsve 
been recognized or recorded within the timefrsme specified but could 
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be inferred to have occurred. This creates s great possibility for 
inaccurste recollec'.ion of events. The bill also indicates that any 
"significant worsening of a preexisting condition will be treated the 
same as if it were evidence of a newly arising cone it ion." Thus, a 
child who had a convulsion before vaccination as a result of some 
organic brain damage, and subsequently had worsening of that condition 
as a result of the natural progression of the disease, night have 
received a dose of vaccine within 7 days before having one of the 
convulsions. This bill would encourage considering that the entire 
condition was brought about by vaccination. An infant recognized to 
have a serious progressive neurological disorder night be vaccinated 
and thus hecotne eligible for compensation for the expensive care and 
maintenance needed by the child for a preexisting condition not 
affected by vaccination. 

Compensation levelw . The levels of compensation specified in the till 
include amounti which are apparently designed to make the compensation 
system an attractive alternative to the tort system. Although listed 
as maximums, these values seem likely to become the norm. In 
addition, $100,000 could routinely be awarded to each injured party 
for "pain, suffering, and emotional distress" in addition to the other 
costs which sre listed. The bill mandates, rsther than simply 
permits, award for pain and auffering. Coupling this with the 
allowable attorney's fees (20-25 percent, depending on whether or run 
there is an appeal) and the extremely broad definition of compensable 
events, the costs of this bill would be enormous, far outweighing the 
current costs of illness truly caused by vaccine. The surtax 
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(propo.ed a. the rn.ch.nn. of fin.ncing the eo.ptn.ac ion) .ub.equently 
impoeed on vaccine, could render tl.eir price prohibitive. 

Table <• li.t. the r.nge of e.ti«ate. in 1980 dollar, of the likely 
dl rect and indirect medical eo.t. ...oci.ted with .elected event.. 
The r.nge i. quite broad, reflecting the r.nge in po.aibla outcome, of 
different condition.. For ex.mple. e.tim.te. of co.t. ...oci.ted with 
convulsion following DTP v.ccin.tion r.nge from .259 to >669,57<,. 
These value, do not include pain and auffering. There ia marked 
variation between high and low e.timate., depending on aeverity of the 
con-fit ion and the sequelae; at pre.ent we cannot project the likely 
dl.trlbution. Some of the event. H.ted .. compen..ble in the bill 
are relatively frequent, and even though there i. little evidence of 
p^nent d.m.ge ...oci.ted with them, any protectable frequency of 
..verity and outcome would re.ult in inordinate expenditures, given 
the level of compensation proposed. 

As an example. Table 3 .how. that the estimated annual frequency of 
convul.ion. collapse, and high-pitched unusual cry might exceed 35.000 
indl vidual events. These event, have not been e.tabli.hed to be 
...oci.ted with permanent damage. However, if 10 percent of them 
resulted in hospitalization with medical expenses of S2.5U0. thus 
qualifying for compensation, actual medical reimbur.able expenses 
would tot.l ,8, 750.000. If .11 of the.e individu.ls were alao -warded 
110.000 for "pain and suffering." this category would total 
Hi, 000,000, Along with the additional 20 percent for lawyers fees, 
thl . could come to an annual tot.l of over $52 million, even though no 
percent damage had occurred and actual expenses were 18.7 million. 



21 



17 



This figure u clearly far in excess of the true coat of these events 
and would require imposition of a surtax on DTP vaccine of approxi- 
mately $52 million (nearly $3/do*e). This would more than double the 
current price of the vaccine m order to pay for eventa not having 
permanent consequences and not considered clearly related to vaccine 
administ rat ion. 

By contrast, payment for encephalopathies occurring within 7 days of 
receipt of a pertuaaia-containing vaccine and accompanied by residual 
deficit 1 year later (a condition which might truly represent lasting 
damage potentially resulting from vaccine) would coat approximately 
the aame total amount. For example, if there are 50 of these 
instances per year and all have direct and indirect coata at the upper 
range of the estimate, this would total approximately $%0 million. 
Adding to that the maximum $100,000 each for pain and auffering and 
then adding 20 percent lawyer's fees would yield a total cost of 
approximately $!>A million. These are just tvo examples. The 
Congressional Budget Office has estimated that the coat of this bill 
to the Federal Treasury (not including the increase in the cost of 
Federally-funded vac, -ie doses) for the firat three years would be 
$4.9 billion, with an expectation that the annual cost of $225 million 
for each succeeding year will be covered by the surcharge revenues. 

3. Retroact ivity. Tl.? bill provides that any designated event which 
occurred before enactment would also automatically be eligible for 
compensation. Given the lack of specificity of eligibility criteria, 
one can envision situations in which parents with disabled or retarded 
children, manv now grown, might make claims based on their 
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recollection that within the appropriate time period following receipt 
of vaccine their child hid .anifeated "prolonged aleeping with 
difficulty arou.ing" or "high-pitched unusuai acreaming" which was 
neither noted nor recorded at the time. The difficulty in proving or 
disproving such allegations would almost certainly reault in a large 
number of individuals receiving compensation whether or not it was 
merited, further driving up the coata of vice inat ion. 

There ire numerous additional problem, with the program that. this bill would 
est.blish, and 1 will mention aome of them. The proposed program doe. not 
represent an exclusive remedy; individu.ls may choo.e whether to pursue the 
tort system or the compens.t ion system. This provi.ion i« incon.i.tent with 
one of the major .cited purpo.es of the bill, which is to relieve the pre.sure 
of litigation on v.ccine m.nuf.cturer.. Also trouble.ome are the open-ended 
borrowing from the Treasury, and the procedur.l provi.ijns, under which 

injured parties would m.ke their claims in an ex parte proceeding, leaving it 
unclear as to whether the Secretary and the Fund have a role in the decision 

to compensate. These factors interrelate to make the costs of the bill 

prunil.it. ve and far in excess of actual expenses. 



Mr. Chairman, this i» a very complicated area and one in which it is obv.ous 
that there is not a single simple aolut ion. However, we are not convinced 
that . Federal program is needed to .ccompli.h this and .re cert. in that 
S. 2117 will not do so. As well-intentioned .. it is. the provi.ion. of 
S. 21 W complicate a,, already complex .itu.tion, r.ther th.n help to re.olv, 
it. For the reasons 1 have outlined and for aever.l others, we oppose the 
b,U. We will continue to work with this committee on the important policy 
issues addressed by this legislation. I would be happy to discuas any 
questions you might have. 
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TABU 1 



AVERAGE 1 VACCINE PRICES/DOSE 



MARCH 1984 



VACCHTC PUBLIC SECTOR 



PRIVATE SECTOR 



DTP 

DT 

TeJ 

OPV 

MMR 



* 1 -* 3 * 1.66 



0.34 
0.28 
0.73 
5.40 



0.63 
0.57 
4.27 
12.08 



1 

Asautoe, equal market .hare for ail manufacturer, of DTP/DT/Td and mic-point 
price for a given manufacturer if them wa. a range in public .ector price.. 
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TABLE 2 

ESTIMATED CURRENT ANNUAL SUE OF U.S. VACCINE MARKET 1 
DOSES DISTRIBUTED (MILLIONS) 2 ESTIMATED COST (MILLIONS) 



V ACCINE 

DTP 3 

DT 3 

Td 3 

OPV 
MMH** 
TO: AL 



PL'BLIC 


PRIVATE 


TOTAL 


PUBLIC 


PRIVATE 


TOTAL 


6.04 


12.75 


18.79 


$ 8.64 


(21.17 


i 29.81 


0.33 


0.71 


1.04 


0.11 


0.45 


0.56 


3.03 


6.39 


9.42 


0,85 


3.64 


4.49 


7 ' 3 * , 


12.46 


19.59 


5.21 


53.20 


58.46 


2.61 


3.25 


5.86 


14.09 


39.26 


53.35 


54.70 






(146.62 



l Based on Marvh 1984 prices and 1983 d iatribut ion . 

2 Total fron 1982 Biologica Surveillance data, public aector usage from 

Imounizat ion Project reporta; private aector uaage ia the remainder. 

3 The public/private mix of theae formulations ia baaed on Biologica 

Surveillance data for diatribution of each formulation, and public 
sector use of DTP/DT/Td aa a proportion of total uae. 

**As3umea all measlea, ouopa, and rubella vaccines are sold as MMR , which 
is true for BbX of the total for «4Ch antigen. 
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TABLE 3 



ESTIMATED NUMbLRS OF SPECIFIED EVENTS PER YEAR 0 
TEMPORALLY ASSOCIATED WITH THE ADMINISTRATION OF VACCINES, U.S. 
BASED ON ANNUAL VACCINE USE AND 
BEST ESTIMATE OF RATES OF OCCURRENCE 

ESTIMATED 

EVENT VACCINE TIME PERIOD ANNUAL FREQUENCY* 



V 



Aniphy lax i 9 


All except OPV 


24 


hour a 


40-60 1 


Convu 1 8 ion 


Pe r t uss is containing 


7 


days 


9.000 2 




Other except OPV 


30 


days 


5,000 3 


Encepht 1 ops t hy 


DTP 


7 


days 


total ISO 


or encephalitis 






with 


residua 50** 




MKR 


30 


days 




Fever of 105° 


DTP 


72 


hours 


25.0O0 2 


High-pitched screaming 


DTP 


72 


hours 


17.000 2 


Persistent crying 


DTP 


72 


hours 


450.0U02 


Col lap tie 


DTP 


72 


hours 


9.OO0 2 


Throrobocy t ope n i a 


DTP 


30 


d jy s 


— 6 


Pol 10 


OPV 




variable 


8? 



"Based on annual birth cohort of 3.^ million children 

x Except for OPV the estimated number of doses which should be administered 

according to current recommends t i ons , assuming 90% coverage and in equal risk 
with each dose of a series. OPV estimate baaed on average annual number of 
vacc ine- induced cases reported 1969-1982, 

Sources: 1. Swine flu experience 

2. Cody et. al. and Hinraan & Koplan 

3 . Land r i gin & Ui t te 

4. Miller et. al. and Hinman & Koplan 
Landr igan & Wi t te 

6, The relationship is in question and current data do not permit 

an eat i mate, 
>. 19*9-1982 experience 
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TABLE 4 



ESTIMATED RANCE OP DIRECT AND INDIRECT COSTS 
OF SPECIFIED EVENTS OCCURRING TO 
INFANTS 1 YEAR OLD, DISCOUNTED AT 2.5X 



EVENT 



VACCINE 



RANCE OF COSTS 



Amphv 1 ix i * 
ConvM 1 1 1 on 
Encepha litis 

P * r a 1 v s i s 



DTP 
DTP 
DTP 
He* sles 

OPV 



$ 95-623,7b9 
259-869,574 
2,487-849,474 
1,313-927,533 
1,766-825,550 



Sourer NC HSR Studv 
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Senator Hawkins. Thank you, Dr. Brandt. 

Has the administration fully investigated the causes and the po- 
tential implications in the decline of the number of pharmaceutical 
manufacturers producing vaccines in the United States 9 

Dr Brandt. I think the key word is "fully." We have investigat- 
ed the causes and the potential implications. I am not personally 
satisfied that we have fully investigated or that we have a full un- 
derstanding. It seems clear that there are a number of reasons for 
tnis that vary somewhat from manufacturer to manufacturer as 

we 1 1 . 

Senator Hawkins. Is it your understanding that we are down to 
three manufacturers for DPT and only one for measles, mumps, 
and rubella? K 

Dr. Hinman. That is correct, Madam Chairman. There is also 
only a single manufacturer of oral polio vaccine in the United 
States at the present time. 

Some of the factors involved include market forces. The market 
is a predictable one since a finite number of children are born and 
a finite number of doses of vaccine will be required, but we do not 
as Dr Brandt has said, understand all of the reasons that are in- 
volved in the decrease in number of manufacturers. 

Senator Hawkins. Are you investigating that? 

Dr. Hinman. We have had con-ersations with the manufactur- 
ers. However, as I understand it, some of this is viewed as being 
privileged business information. 

Senator Hawkins. Is the Government prepared to take over the 
responsibility of producing the vaccines if the manufacturers do 
decide to stop producing vaccine? 

Dr. Brandt. We are not prepared to begin to produce the vac- 
cines. We certainly will be prepared to deal with the manufactur- 
ers to try to work out some way to keep vaccines being produced if 
in tact, all of tne manufacturers were to find it necessary to cease 
production. J 

We have no evidence from my conversations with all of the vac- 
cine manufacturers that there is any threat of that on the horizon, 
by any stretch of the imagination. But this program is so important 
to . e health of children that we would certainly work with vac- 
cine manufacturers to try to solve the problem. 

Senator Hawkins. Have the prices of the individual immuniza- 
°iT *?» ne U|) aS the number of manufacturers has gone down 9 

Dr. Brandt. The price has gone up, and, indeed, the number of 
manufacturers has gone down. I think, Madam Chairman, in my 
testimony, table I shows the current prices of the vaccines. 

Senator Hawkins. It is my understanding that it has gone from 

to *•!(> a vaccine. Is that correct? For a shot? 

Dr. Hinman. The price of vaccines has risen, yes, Madam Chair- 
man. It is possibly worth pointing out, however, that even when 
there was only a single manufacturer of one of the vaccines that 
comes to mind quic::ly— measles, mumps, and rubella— the price of 
that vaccine did decrease over a period of several years in the early 
and rmd-l!M) s, and it has been increasing lately. 

The current price we pay in the Federal contract for a dose of 
measles, mumps, and rubella vaccine is $0.40. 

Senator Hawkins For our MMR? 
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Dr. Hinman. That is correct. 
Senator Hawkins. What about DPT 1 ? 

Dr. Hinman. We do not presently have a Federal contract for 
DPT vaccine, but the average cost in the public sector under State 
contract— if one takes the three manufacturers, the current prices 
they are charging, and average those— it comes to $1.43 a dose. 
About a year ago it was about 68 cents. 

Senator Hawkins. Sixty-eight cents a year ago, and it has gone 
up to what? 

Dr. Hinman. $1.43. 

Senator Hawkins. Has the administration considered requiring a 
manufacturer to develop or produce one vaccine as a condition to 
Federal Government purchase of another? 

Dr. Brandt. We have not seriously considered that, Madam 
Chairman, largely because we have not seen an immediate threat 
by any manufacturer to withdraw from the vaccine market. I think 
our alternatives in case this were to occur would be, one, to deal 
with the manufacturers to see if we could work with them to re- 
solve this problem in some other way than to force them into this 
kind of situation. 

Senator Hawkins. It does not bother you that we just have one 
manufacturer for MMR vaccine? 

Dr. Brandt. Well, it bothers me in one way, in the sense 
that 

Senator Hawkins. Wou 1 ^ that be called a monopoly? 

Dr. Brandt. Yes, that is what I would call it, I guess, but I think, 
on the other hand, that production of these vaccines does require a 
great deal of scientific and manufacturing ability. As long as the 
vaccines are available, I am not concerned about— overly concerned 
about— the fact that 

Senator Hawkins. Do you know how much stock the one manu- 
facturer has? 

Dr. Brandt. I am sorry? 

Senator Hawkins. How much stock— do they have an inventory? 
Dr. Brandt. I do not know for sure, but I think they usually 
maintain a 2-year supply. 
Dr. Hinman. Yes. 
Senator Hawkins. Two years? 
Dr. Brandt. Yes, Ma'am. 

Senator Hawkins. In the past the Federal Government has influ- 
enced the willingness of the private pharmaceutical companies to 
pursue the development of vaccines. Eli Lilly was given a contract 
for flu vaccine, and, more recently, the Michigan Department of 
Health and Biologies was given a contract to develop a safer per- 
tussis vaccine. Have you found these direct contracts successful? 

Dr. Hinman. The current contract for development of improved 
pertussis vaccine was not bid on by any of the current commercial 
manufacturers. 
Senator Hawkins. Why do you think that was? 
Dr. Hinman. I cannot respond to that. You might wish to ask the 
manufacturers- 
Senator Hawkins I will. 1 just wondered if you had an opinion. 
Dr. Hinman. I think that Government-funded research in vac- 
cine development ha.* historically been of great utility. 
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Senator Hawkins The correlation between the Federal Govern- 
ment purchase of vuccines for the State vaccination programs and 
the reduction of disease seem pretty well established. Using mea- 
sles as an example, in 1965 when Congress added measles to the 
community health service extension program, 6.1 million doses 
were distributed. But in 1969 and 1970, when no funds were appro- 
priated for this program, only 4.9 and 4.5 million doses were dis- 
• the re P° rted incidences of measles increased from 
2o,826 cases in 1969 to 47,351 in 1970 and 75,290 in 1971. So the 
incidences of ' measles did not decrease until the program was re- 
tunded m 1971. So if we are concerned as a country about the out- 
breaks of pertussis, why don't you include it in your Federal immu- 
nization program? 

♦ u Dr r>*1 INM , A *" We do incl ^ de pertussis immunization as a part of 
the Federal immunization program. We have not to date estab- 
lished a consolidated Federal contract for the purchase of DPT vac- 
cine. 1 think there have been two major reasons for that 

Until very recently, the price of DPT vaccine has been low 
enough that we did not feel we would save enough money by estab- 
lishing a consolidated Federal contract to make it worth it 

I he second item is that you have been talking about the problem 
ot decreasing numbers of vaccine manufacturers. There are three 
manufacturers of DPT. Award of a single Government contract po- 
tentially would be a disincentive to the unsuccessful bidders. 

Now we presently have a request for proposals for the purchase 
or diphtheria, tetanus, and pertussis vaccines under a consolidated 
federal contract, both for the vaccine stockpile which we are pres- 
ently establishing and for continuing use in the grant program 

Dr. Brandt. I think, Madam Chairman, you have made an ex- 
tremely important point early on, and that is the success of the im- 
munization program. If I could take just a minute, I would like to 
cite just a few examples. 

From 1980 through 1983, the number of reported vaccine-pre- 
ventable diseases in this country in children fell by 71 percent in 
that 3-year period, from roughly 28,000 to roughly 8,000 cases That 
is a dramatic improvement, due in large part to the vaccines. 

Second, goals were set by Surgeon General Richmond in 1979 for 
immunization of this country to be achieved by the year 1990 At 
.the end of 1983 we had achieved virtually all of those. So I think 
the immunization program has been remarkably successful in re- 
ducing the suffering and problems of young children. 

It is, therefore, it seems to me, absolutely essential that this pro- 
gram be continued, that we continue our research on vaccines, both 
to develop new ones as well as to improve the ones that we have, 
and we certainly have that under way as a major activity 

Senator Hawkins. Isn't it true, though, that DPT is the only 
combination of vaccines which isn't purchased by the Federal Gov- 
ernment through consolidated contract? 

Dr. Hinman. If you are talking about childhood vaccines, that is 
correct. We do not purchase influenza vaccine or pneumococcal 
vaccine, either, which are other vaccines recommended for relative- 
ly widespread use. 

I believe that, given the reflection of interest in State govern- 
ments in getting a consolidated Federal contract for DPT vaccine, 
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that it is quite likely we will have such a contract within the next 
several months. 
Senator Hawkins. Within months? 

Dr. Hinman. Within the next several months. 

Senator Hawkins. I understand the FDA convened a group of ex- 
perts in November 1983 to review the recent efforts and progress in 
improving the vaccine safety and to review studies of serious reac- 
tions to the DPT vaccine in children. Can you summarize the re- 
sults of that meeting? 

Dr Brandt. I think, Madam Chairman, that actually it was not 
the FDA that convened that, but the World Health Organization^ 
The meeting was in Geneva, and we had people from the Food and 
Drug Administration in attendance. 

We will be happy to provide you with a summary of that and 
other material from that meeting. We will be happy to provide it to 
you for the record. 

[Note: In the interest of economy, the material referred to was 
retained in the file of th»; committee.] 

Dr. Brandt. Dr. Hinman wants to add something. 

Dr Hinman. There was one other meeting which may be the one 
to which you are referring in which the FDA and the NIH collabo- 
rated in bringing together a group pf people to look at the issue of 
followup of studies for people who have been involved, children 
who have been involved, in studies of DPT reactions, specifically 
the study at the University of California, Los Angeles. I believe 
that may be the meeting to which you are referring. 

The result of that was that a letter was sent to the principal in- 
vestigator in Los Angeles in which the originally proposed study 
was not approved, but the statement was made that the FDA, the 
Government, would be interested in providing support for followup 
of the 18 children who were of particular interest. We have not re- 
ceived a response to that letter to my knowledge. 

Senator Hawxins. You have not received a response? 

Dr. Hinman. Not to my knowledge. 

Senator Hawkins. Would you check that out and get back with 



us? 



Dr. Hinman. Yes, Ma'am. 
Senator Hawkins. Thank you, Dr. Hinman. 
[Material supplied follows:] 

[N OTE _a report of this meeting is now being completed; a copy 
will be sent as soon as it is available. See attached letter from the 
World Health Organization.] 
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NATIONAL CRNTKR I -|: ' ' ' ' Kn ' ■ ,( S 
OFFICF. OF BIOLOCICS RESEARCH AN1) REVIEW 



Novo H* 



Meeting on Pertussis Vaccine: 
Status of Current Rcsearrn 



The f oi low 5 of. persons were present: 



M .i : t v Meye: - '■"i** 



r.l#.!m- K«.li»r - NCDR 

The- it!'.:f C . Klrknoff - Presbyterian/Saint Luke's Medical Center 
Tick Johnson - Johns Hopkins 

in Nelsun - N 3 NCOS 
^rc'ericl' C. »obHns - National Academy of Sciences 
J4.:i1..'i»i h'l»-vsVi - University of Oregon 
i.'w.-.iH A. M^rtt^er - Case Western Reserve University 
Ne.;l Vath:inm.n - Pnivors&ity of Pennsylvania 
}•!;( )< p fi.w»r. # . w.^h: net on University 
\: :-. I 1 ."i-i Jordan, Jr. - MAIP 
{. T-lvn Hir'l«-rtfH - KCDR 
»:.-.pi : h JWt - C!"- 
«MvH Klein - NiMD 
n.^ u M.uirl'irV - sen* 
r, !•! i - i *• - * i: r, P 

: i s'.-.i «■.: t r 1.-: - -r!> r 
J..N. H..M.i:v- - MAI!/ 
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••■ ■ \ !*:■ : - V.I' 1 ; 
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Japanese aceliuiar vaccines i\uve not wc... iu.illi...d In tli*. , lul.Li/. 
Information on attempts to develop aceliuiar pertussis vaccines in this 
country and to reduce the reactogeni ci ty of whole cell vaccines vas 
discussed • Much of this information is trade secret information not 
disclosable in accordance with 5 (JSC 552b(c)(4)* 

Adverse reaction (AR) reporting was discussed* The difficulty of eval- 
uating AR on an international level vas noted because of inconsisten- 
cies in international standards and definitions; different nedical 
practices (e.g., the French frequently prescrit^ anticonvulsants prophy- 
lacttcally with pertussis vaccines); and differences in products 
attributable- to different manufacturing methods* However, the National % 
Childhood Encephalopathy Study in the United Kingdom was considered in * 
sons detail in addition to U*S* data.. Serious adverse reactions to DTP 
as described in recent U.S. studies were reviewed (see Table 1, first 
at tachDent ) * 

Th»- FDA and CDC adverse reaction reporting systems were discussed* FDA 
hi r>l op I t adverse reaction reports for pertussis containing vaccines are 
voluntarily provided on a monthly or quarterly basis by the major manu- 
facturers although some manufacturers will report adverse reactions 
earlier, if^ in their judgment, circumstances require this; they have 
no standard format; they do not generally provide sufficient denominator 
information* The reports are usually based on information voluntarily 
provided to the manufacturers by physicians. The CDC system does use a 
standard form.it, but all of the information which would be useful is not 
alvav* provided. The CDC system depends primarily on repoits origi- 
nating with parents, through, a health service physician, and occa- 
sionally, originating with a private physician. This system covers 
a* out 40 p'-rcent of vaccinations that include pertussis antigens. 
Efforts to st rer./.then both adverse reaction reporting systems are under- 
way, h\)i both systems currently provide useful information to health 
care scientists* It was noted that the current formats used by CDC for 
r»«e*,:;irr a.lvv rse events following immunization could he misinterprsted, 
.»: 1 a nnrVr of ro visions we.- re suggested* 

■•■ in«::»Mrited contract proposal for follow-up of children with adverse 
r-ort ions nr eclated *ith DTP vaccination was reviewed. The unsoli- 
cited «*tr.dy pre poses to evaluate a maximum of 18 children, although the. 
rMi"»b»'-r m.v.' be ar. fov as 10 to 12, who had initially experienced a seri- 
al. !v ; .'i r;-.r rp;iit im within 48 hnurs ot immunization in a vaccine study 
rio-lurt t*d between 1 977 and 1979* The study proposes that the vnc- 
cin.it fd rhildren be compared to matched controls ► The proposed tests 
an* n»"irolo^ic examination, psychometric evaluation (Stanf ord-Binet ) and 
tvplng for 70 antigens. The general exclusion of the participants 
r 1 .** ir \* highly improbable that useful 1 n .f ornat Inn cuild be ob- 
i t r'-7. t ho pr«ipo*ed study* Data for sor-c of the parameters such as 

•«• -it >*] «■;: i r e •: rin.it inn and p"-ychomer r i c evaluation would be nnln- 
trrpretahlr because of the lack of comparable baseline data for the 
stndv subjects, thereby making it impossible to control the study for 
the*ii variables, Civen the small number of subjects In the study, 
then* is v««ry low probability of detecting any HLA associations, the 
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one i^i ... lU Hi^o^i which was believed by the meeting parttc': -ns 
to have any potential usefulness. Moreover, experience with other 
diseases has shown that a strong familial history of a disease is 
..sually obwrved !1 KU -yping is to demonsrra'e any association \ • • h 
diqeasn. Current information does not suggest a strong familial associ- 
ation with pertussis reactions. Interpretation of Hl.A results would 
alto be further confounded by the fact that we appear to be dealing 
with ? distinct subsets of adverse events, convulsive reactions and 
collapse reactions (hvpotonic/hyporesponsive) . One or two attendees at 
the meeting nevertheless believed that even, with the deficiencies in the 
propo*^ study, the relatively quick access to subjects warranted sup- 
port of the NLA part of the study because even though there was a low 
probability th.it it might yield useful information there was the feeling 
'of interested parties that "something" should be done. This view was 
nnt shared by the majority of attendees. Use •of the proposed study A? a 
pilot study to provide information was considered and rejected as unuse- 
fuU It was the consensus of all consultants present, in addition to 
participant* from NIMD, KINCDS, and CDC that the proposed study did not 
have scientific merit* 

The view wa* expressed that although the proposed study did not 
^..,rrve support fron the standpoint of the science involved, an 
nrs-iunont cooM be made that follow-up would be reasonable as a matter 
of medical care* 

The group agreed that if vaccine associated reaction studi'-s are to 
be Hone, oth.-r, more comprehensive studies with larger populations 
should considered. However, the consensus of the participants was 
th.; the large funding which would be required to support studies o* 
pnr is^is vaccir--. associated adverse events comparable to the National 
ChlHnond Knrenhaloparby Studv in the United Kingdom is of lower 
pslnrftv t'.i*n i.rfrirtj? to develop protective but less reactoprnic 
pertussis vaccines. 
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Ml/SWkY OF SERIOUS ADVtt$£ .;tAU 
SPORTED Ii. r:. 



JV..J u Uu' 



udy No 



lr v ».^/>c reaiaing 



Reaction 



'pores. : 



0 



0 



0 



2 



591/1232 (402) 



0 



0 



3 



A/253 (29X) 



0 



0 



8D/4B1 (18SJ 



1/461 (0.2Z) 



0 



505/15752 (3X) 9/15752 (0.05*) ' 9/15752 (0.065) 



Hopkins, R.S. Reactions to DTP Vaccine, by Lot and Manufacturer: Results of a 
Survey in Montana. Third Inter not 1 on Sympos 1 u.t. on Pertussis , 300*303. 

Barkin, Pichicherq, IKE. (1979). Diphtheria-Pertussis-Tetanus Vaccine- 

P.f^actc»3frnicity of Comrwrcial Products. Pediatrics , 63, -.256-260. 

Murphy, W.D., Rasnack, J., Dickson, H.D., Dletch, K. , and Brunei!, p. A. (1563) 
Evaluation of the Pertussis Components, of Diphtheria-Tetenus-Pertussis Vaccina* 
reentries, 7JI, 200-205. 

C-j; \u 9 u. , Koropyl, Mcllroy, K.A. (1982). Reactions to Diphtheria, Pertus* 

fine' Tftcj.-jus (DPT)"IiMi;niiation in Children, Ambulatory Pediatric Association 

Ai street, Ftfte £0. 

Cod..', C.L., Barcff, L.J., Cherry, J.D., Karcy, S.f-i., and tonclark, c.R. (1901). 
L-.'.ure cr.c f.iies of Adverse Reactions Associated with DTP and DT Indenizations in 
Ir/u<iis and Cnildren. Pediatrics, 66, 650-000. 
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§14.1 

U.S.C. 40*. \ : 5i-Q >: " » « • P 11 ^- ^ 

*0 Stat. 12^6 *i amended (15 U.S.C. 
U51 et seq.), unless otherwise noted. 

Soukce 44 FR 22351. Apr. 13. 1979. unless 
tin cruise 

Subport A— General Provisions 

fil-l.l Scope. ^ 

(a) This part governors the proce- 
dures when any of the following ap- 

pli'.s; 

(1) The Commissioner concludes, as 
a matter of discretion, that it is in the 
public interest for * standing or ad hoc 
policy or- technical public advisory 
committee ("advisory committee" or 
•*co^^JTuttee ,, ) to hold a public hearing 
and to review and make recommenda- 
tions on any matter before FDA and 
for interested persons to present Infor* 
mation and views at an oral public 
hearing before the advisory commit* 
tee 

(2) Under specific provision* in the 
act or other sections of this cHapter. a 
matter is subjeeMo a Rearing before 
a aSvis^ry committee. The specuic 
provisions are— 

(i) Section K.120 on review of a pep 
formance standard for an electronic 
product by the Technical Electronic 
Product. Radiation Safety Standards 
Committee CTEPRSSC); 

(ii) Section K.140 on review of the 
safetv or co)or additives; 

<i:i) Section 14.160 on review of the 
s;»Te:y and effectiveness of human pre* 
scription drugs; 

(iv) Section ,'30.10 on review of the 
safety and tlfecMveners of over-the- 
cour.tcr tru&s: ■ 

(v) Section CO:-' 5 - on review of the 
safety and cffcci.'.eness of biolo/iical 

tvi) Part Bf»0 t on classification of de- 

(-.;:) Srrtion 514<r.)(51 of the act or, 
e?.!ab!i:-h:nent. amendment, or re\oca( 
lion or a device performance standard: 

(vi\i) Section 515 of the act on revieif 
of cwice ^remarket approval applica- 
tions ;*nd product development prot^ 
coir-; arid 

ci>:) Section 520(1) of the act or 
rt-\:?w of device pood manufacturing 
i n : :Ut rv./urationi. 

(3) A pi::.on who has a ncht to an 
{-;•;#;>; lunity for a formal evidentiary 
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public hearing under Part 12 we've? 
that opportunity and instead unuer 
§12.32 requests a hearing before an 
advisory committee, and the Commis- 
sioner, as a matter of discretion, ac- 
cepts the request. 

(b) In determining whether a group 
is a "public advLory committee" ts de- 
fined in | 10.3<a>(14) and thus subject 
to this part and to the Federal advjso- 
ry Committee Act, the following guide- 
lines wOl bt used: 

(1) An advisory committee may be a 
standing advisory committee or an ad 
hoc advisory committee. All standing 
advisory * committees are listed in 
1 14.100. 

(2) An advhory committee may be a 
policy advisory committee or a techni- 
cal advisory committee. A policy advi- 
sory committee advises on broad and 
general matters. A technical advisory 
committee advises on specific techni- 
cal or scientific issues, which may 
relate to regulatory decisions before 
FDA. . . % 

(5) An advisory committee inuuugs 
any of its subgroups when the sub- 
group is working on behalf of the com- 
mittee. Section 14.40(d) describes 
when a subgroup will be established as 
gn advisory committee separate from 
the parent committee. 

(4) A committee composed entirely 
of full-time Federal Government em- 
plovees is not an advisory committee. 

(5) An advisory committee ordinarily 
has a fixed membership, a defined 
purpose of providing advice to the 
atency on a particular subject, regular 
or periodic meetings, and un organiza- 
tional structure, for example, a chair- 
man and staff, and serves as a source 
of independent expertise and aojice 
rather than as a representative of or 

--Advocate for __^^j^L ' lLl\ )hr 
'^thtToUo^l groups are not advisory 
committees: ^ . nr> 

(i) A Croup of persons convened on 
an ad hoc basis to discuss a matter i pf 
current interest to FDA. but which 
has no continues function or organi- 
zation and does not involve substantial 
"special preparation. 

A Kroup of two or more FI?A 
consultants meeting with the agency 

on an :.d ho c basts. _ r-rZT' 

'^rnrtroup ol experts who ate em- 
ployed by a private company or a 
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RATIONAL CVim FOR DRUGS AKD BT^lOGICS 

L.*, to UiVJuv„*L;> i.C^m.uK Ibw i«tVI£W 

November 10, 1983 \ 
NI H» Building 29, Room 12) 
Pertussis Vaccine: Status of Current Research 



Introduction 

Overview of Current 
Pertussis Research and Vaccine 
Development 

Discussion ' 

Coffee 

Discussion of Pertussis Vaccine 
Reaction Studies 

Recent JJ.S. Studies of Pertussis 
Vaccine 

Review of Oaraff Unsolicited 
Proposal and Discussion of 
Approaches to Follow-up 
Evaluation 

Lunch 

Current Adverse Reaction Follow-up 
Systems 
MSIFI 

FDA Adverse Reaction Reporting 
System 

Discussion 



Paul D. Psrknwn, H.D. 

M. Cerolyn Hardegree, H«D« 



Kenneth Dart, H.D. 

John C. Petriccianl, H.D, 
David L, Klein* H.D. 



Harrison Stetler> H.D, 
Gerald Faich, H.D. 
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1)1 I x I 



1 1 , 1 1 • ' I 1 1 • -' 1 1 • 



1 1. • • frit; , Ailmin'r * 
ac.Uw.ci.1 MD 20205 



I iirry J. Bdraff, N.D. 

1'uiMOfiicy Itedlclne 

U"1 A Center for tlio Health Sciences 

lc>«. fmijelf.. CA 900?t / 



D- • ir Dr. luuaff: 

. . ^ ♦ „ unil - Mocftiiritnd orooosal to the National Institutes of 

Vl S 1S :";!:?: L Di ea es en t1ed P -FollwuD Evaluation of the liaturo k 
Allergy an ^4^^« romIISm Associated with DTP Vaccination: neurologic 
1% {^I^IlSffi^Hl T?Si: Typing of Infants and Children with 
Wurv Serious Reaction." 

Sine, the study you proposed Included the follow-up the ^ 

f,ar VttV^inWg and becausethe Centers for Disease Control' is interested 
period 19/; to 1979, a nd because inn r ^ an 

if ^tlnUVlffSrt^ift Sore^eneral Lcting on pertussis vaccine. 
Ihe participants excluded that ; ^ 

information would ^ e »JtBin^ concerning ^ l reactions. In addition to 

coiG»n to studies of this type, the lack ot p ^ study t|)ore 

subjects Again, given the snail number or p P )S Ex orience V)1th 
!■; very low probability °J m . f nn iii a i history of a condition is 

other diseases has shown ^"'tottstrKe any association with 
UMMlly observed 1 fH^tffi^VoSs not Zgest a strong fanilial association 
disuse. Cu ^ ren *J^ at, ?" t 2wct!t1on of HLA results would be further 
with portussls rcictions. Intw»ct>wn ^nLj distinct subsets of adverse 

S&T^SlS!^ Cwotonic/hyporesponslvC. 

„c.caur.c of the snail nunber of subject, in the proposal £*^*^k* 
if you still wanted to pursue HLA stu ^« on the « cn £ » * ' 

!S^tt£u U »M% S for" you. 



ERIC 



39 



35 



• *:»;;mv a.* i t h t.lie pinup's \ iew thai tho |jro;i;r.c«i! study sf.uuld not he funded. 
I'., -v.-r, v.- t*l'.o h.-lieve tl'si U« • artju. r can b-.- undo that Mcdicol uiui 

rilrjj ■' ,i) fiill?... ' (.'.,. « is rt. 1 ir.:Hidl>li: •« . i' Uflllci of l.i-.-Jicdl 

'.Hi-. l> \;'iulil thei <:[ ore be willing to c/;>loro with you providing funds for 
av.-v.... n 1 of the? current <j'mm\i1 rjffl ic.*il and n-urolo^j ical status of a$ many 
<jf lin !!'» childtvn r« can hv located. Wr? • / 1 7 1 he in collect with you and Dr. 
(I 1 v ij «\)'>\ii this i l . in tli" ii.mv iutmv, 



Sineer ^y yours, 



Villi ia.t S. Jordan, II. D. 
Director, Microbiology and 
Infect iou:, Discuses I'rofjrau 
MAID 



Paul D. Parkman, 11.1). 
Scicnt i r i c Director 

Notional Center for Drugs and Diologics 
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r«..r/i »J-> uf Telephone Convci nation 
on !by 11, 19G4 between 
Ot^, Janes Cherry, Paul Parknan and Will ia;;t Jordan 

r,:i./v on cnlHrcn participating in Baraff OHT study. 

Hr, J-rian an-l I contacted Dr. Cherry as a follow^ to our March C letter to 

rjjarSi-.j this study. We discussed with hi;.i his thinking about the issues 
rani in oj?- l«:t?r. He said that he felt that soue sort of plan for 
ub-t^Lhsj jii-J c<a..iiniivj tin- 10 study participants who had experienced adverse 
rjactljn^ {.oizire;, "shock- 1 ike"* episodes) seemed reasonable. He said that 
u.j ...,.1 i jjtt.er thoughts on the natter and would get back to us \u the 
n fjU:r«-. 



cc i« r . .ii M ■'.*#*■ ian 
(i'*. Car,, ly. -ur.Jvjre^ 




PauT'TTTarkMann, II. D." 
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IU-\HnMV! f)MJ| \I M ii ■ ■ n ' if in PfJ t , ., r 



Fr»ft«1 u* ' "'Hi A'*i« .m'.i 



June ?/, !«,W 

Pr. Jaws Cherry 
University of California 
School of Nedtclne 
Department of Pediatrics 

C n f v»r fjr the Hitdit.i Science* 

Los Angeles, CA 900^4 V 
Pear p^^eYry: 

Thu is a brief note concerning the DTP followup matter; I wanted to be sure 
we haven't missed connection while I was on vacation. Let us know if we can 
be refill lo you. 



Sincerely yours, 



Paul 0, Parknan, M.D. 

Srientif k Director 

Center for Drugs and Biologies 



cc : Or. Hi ; 1 ian Jordan 
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CONVERSATION RECORD 



CMCC* 

one 



Mill 1). fartarwn, M.D., Scientific Dir., ODB 
Dr. Larry Baraff, UCLA 



CMCULATIO* 

Dr. Esber 



Dr. Jordan 
Dr. Hirirun 
Dr. Hardeqrec 



Vollowup of Subjects involved in OTP Vaccine Study 



Dr. Baratt called tcylay and talked with Dr, Esber and 



myself to indicate thathe wasj.ntereated in contact ing 



the parents of the 18 children who experienced adver.se 
M*v-ti<*ui (seizures and "shock-like" episodes) fo llowing 
imTUiiizatum it: his and Dr. Cherry's study. He 
indicated that he would be sending us a letter outlining 

his uUmh ,x»nf<»rninq how this might bejdone. He 

i.stimatt-s that at least half of the participants wi ll be 
ivl.it ivi-ly fMsy Iwt that .it least some may be more 
.lift unit to locate. He said he would send a letter 
<livt;vf ire»re letails of his proposal. _ 



ACTION HEQUttCO 



roi«t r oh :s '< •«» " » 
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Senator Hawkins, So, if I were to summarize the current status 
of the development of a safer pertussis vaccine, I could make a list 
saying, No. 1, vou awarded a grant to Michigan Department of 
Health and Biologies to develop an acellular vaccine; is that right? 

Dr, Brandt. That is correct. 

Senator Hawkins. When would those lots be available for test- 
ing? 

Dr. Hinman. Probably not for another year or more. 
Senator Hawkins. 1985? 1986? 

Dr. Hinman. I cannot give you an exact date at the moment, 
Madam Chairman. We can submit a best estimate for you, if you 
would like. > 

[Material supplied follows:] 

Additional Information Supplied by Dr. Hinman 

The contract with the Michigan Department of Public Health was awarded for 
three years with the intent of developing * new candidate acellular vaccine for per- 
tussis. The project consists of two phases: U) development and testing of an acellular 
pertussis vaccine; and (2) the preparation of an aluminum adsorbed DTP vaccine 
using the acellular pertussis vaccine as the "F* component. Work officially began 
on the project on September 1, 1988. For the past ten months the contractor has 
been examining various factors which might enhance cell growth and biosynthesis 
of tw^hemical components of the cell walls of the pertussis bacterium involved in 
the pMBption of a protective immune response (i.e. production of protective anti- 
bodies) The efforts have now reached a point where the cell fractions have been 
isolated from the culture fluid, partially purified on columns, and are now being ex- 
amined and characterised for purity and biological activity. 

The isolation and purification of the protective cell wall component is • very labor 
intensive and difficult task to perform requiring a great deal of skill and a certain 
amount of good fortune. Because this approach to pertussis vaccine development is 
new, there are a number of technical problems associated with it, which still need to 
be resolved. Therefore, it would be very difficult, at this time, to predict exactly 
when the vaccine will be available for clinical testing. However, barring unforeseen 
technical difficulties and based on the current status and progress of the contractor, 
it is possible that clinical studies could begin as soon as the Fall of 1986. 

Senator Hawkins. Once they are available for testing, then how 
long does it take after that to have them available to the public? 

Dr, Hinman. After that, it takes quite a while, also. Iff could 
just explain, for example, the NIH has vaccine evaluation centers 
at Marshall University in West Virginia and Vanderbilt University 
in Nashville which are presently ready to administer improved per- 
tussis vaccines to children under controlled clinical conditions. It 
seems likely that improved vaccines from commercial manufactur- 
ers may be submitted first for testing before the contract at Michi- 
gan reaches fruition. 

But even after this limited clinical testing to establish initial 
seroconversion response and safety, there will be larger scale field 
trials required to demonstrate efficacy. One problem with this is 
that the incidence of pertussis is, fortunately, low enough in this 
country that in order to have a large-scale trial to demonstrate effi- 
cacy, we would have to have a very large-scale trial. It is likely 
that field trials to demonstrate efficacy will have to be undertaken 
in another country. 

Senator Hawkins. Undertaken in another country? 

Dr. Hinman. That is correct. 

Senator Hawkins. And we will accept that data? 
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Dr. Hinman. Yes, Madam: if these are carried out under proto- 
cols approved in the United States. , 

Senator Hawkins. Well, then, why can't we accept the Japanese 
vaccine which is proven to be safe? „ 

Dr. Hinman. We have not received data to indicate the efficacy 
from the Japanese. ^ * 

• Senator Hawkins. I went to Japan- after one of these hearings 
and I talked to the Minister of Health and asked if we could test 
his vaccine, and he said no one had ever requested to test the vac- 
cine; he would be more than happy to provide it. 

Now I understand that Wyeth Laboratories is testing it for 
safety. Are those under your protocols, the testing they are doing? 

Dr. Hinman. That is being done toward development of an inves- 
tigational new drug which would allow, then, clinical testing in the 
centers funded by the NIH. 

Senator Hawkins. Which would be shorter, for us to wait for the 
Michigan Department of Health vaccine, which you say may be 
years and years, or for us to test the Japanese vaccine, which may 
require testing outside of the country? 

Dr.. Hinman. So will the Wyeth product most probably. 

Dr. Brandt. The difficulty, Madam Chairman, is that there are 
so few cases of pertussis in this country that it is very difficult to 
evaluate the efficacy of a preventative if, in fact, the disease rarely 
occurs anyway, since most children are already immunized. There- 
fore, it would require us, under either circumstance, to go outside. 
Our own view is that both efforts should proceed. 

Senator Hawkins. You should be testing the Japanese vaccine 
out of the country? 

Dr. Brandt. Yes. 

Senator Hawkins. Why can't we accept the Japanese data? 

Dr. Brandt. It assumes that they have it. I am sure that 

Wyeth 

Senator Hawkins. They're very clever. 

Dr. Brandt. I am well uware of that, yes, Madam. I know that. 

I am sure that so is Wyeth, as ^ matter of fact. [Laughter.] 

I am sure that if Wyeth were satisfied or otherwise, that that 
would already have been accepted and utilized. 

As you know, up until now we have had fairly strict regulations 
concerning foreign data, but we are in fact— we have reexamined 
that and use it a great deal nWe. 

If you would like, I will trV, to get an up-to-date status report on 
the Wyeth situation and send it to you. 

Senator Hawkins. Thank you. I would appreciate that for this 
record. 

[Material supplied follows:] 

Status R*port: Toting or Japanese Pertussis Vaccine 

Wyeth Laboratories and the National Institute of Allergy and Infectious Diseases, 
NIH are participating in the studies of an experimental Diphtheria and letanus 
Toxoid and Pertussis (DPT) vaccine. ™™ 

The vaccine, prepared by Wyeth, incorporates a Japanese aoellutar pertwta com- 
ponent. Thus far small experimental batches have been made available and clinical 
trials of the preparation are currently in progress. Children are being immunized, 
starting with 4 to 6 year olds; this portion of these trails is currently in progress. 
These studies will eventually involve progressively younger subjects, eventually en- 
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compassing the entire primary immunization tenet in infants, the vaccine begins 
given in accordance with current recommendatione at 2, 4, 6 and 18 months. 

Senator Hawkins. Dr. Mason, we don't mean to neglect you. The 
CDC has funded a study to evaluate the effectiveness of a three- 
dose rather than the current fourdose of pertussis vaccine. If that 
proves to be effective, do you think it might reduce adverse reac- 
tions? 

Dr. Mason. That is one of the reasons we are doing the study: 
first of all, to make sure that the efficacy of the vaccine will not be 
lowered in the process of reducing the number of vaccinations that 
are necessary; and, secondly, to find out whether there are fewer 
adverse reactions. The study is not completed, but I would think we 
would have it in another 2 years. 

Senator Hawkins. Two years? But if it were successful, it may 
reduce the adverse reactions by as much as 20 percent? 

Dr. Mason. We wouid hope so, but we don't have the data yet. 
That is what we are trying to determine. 

Senator Hawkins. I understand that the Public Health Service 
Immunization Practices Advisory Committee, which is a mouthful, 
has reviewed the data regarding the relationship between the his- 
tory of febrile and nonfebrile convulsions and the risk of adverse 
reactions following vaccination. Has this review prompted any re- 
consideration of the contraindications for vaccine? 

Dr. Brandt. Yes, Madam; for the DTP vaccination, we published 
on April 6, 1984, in "the Morbidity and Mortality Weekly Report" 
a supplementary statement on the contraindications to the receipt 
of pertussis. We would be pleased to submit a copy of that for the 
record. 

Senator Hawkins. Yes; I would like that, please. 
[Material supplied follows:] 
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Senator Hawkins. I have several questions that I will just 
submit to you at this time for the record. You may have to .consult 
the Justice Department on some of them when you give us an 
answer, because I am concerned with your final statement that you 
are not convinced that the Federal program is needed to resolve 
the situation and that you oppose this bill. 

Does that mean you are completely satisfied with what we have? 

Dr. Brandt. Well, no; we're not completely satisfied with what 
we have, Madam Chairman. I think the real issue is how to go 
about structuring a system that is fair and that at the same time is 
clearly based upon good, solid, clinical, and scientific evidence of 
adverse effects that are clearly associated with vaccines. I think 
that at this point in time we are trying to determine what is the 
most effective system. 

The reason that statement is in there is that we have examples 
of no-fault-type systems that are maintained in the private sector 
by insurance companies and others, and the question really in part 
is whether or not that system works, and do we need Federal legis- 
lation to accomplish it or can it be done within current authorities? 
1 hose are legal questions. As you point out, the Department of Jus- 
tice will have to speak to that. 

I think the concept of the bill is certainly one that I like and 
think is important. I think that you should be commended for rais- 
ing this situation because it is very, very clear that all of us are 
aware that every vaccine is not 100 percent safe, in the sense that 
there are children who still experience problems with them. It does 
seem reasonable that some sort of system to assist in the care of 
those children be set up. I guess the real question is, what is the 
most effective way to accomplish that? 

Senator Hawkins. Is it still true thatlJO to 50 percent of the vac- 
cines are purchased through the Federal Government? 

Dr. Hinman. That is correct. 

Senator Hawkins. Shouldn't the Federal Government have some 
responsibility in the distribution of this vaccine? 

Dr. Brandt. I think we do have some responsibility certainly for 
informing people and for providing information, in doing the sorts 

ii h u ng u that we are try ing to do at the present time. 

Whether a system such as this needs to be a Federal system or 
whether it can be a private system, working through the estab- 
hshed insurance industry and manufacturers, I guess, is more of a 
legal question than I am competent to deal with. 

Senator Hawkins. But you do support the concept? 

Dr. Brandt. I personally think the concept is important, yes. 

Senator Hawkins. I appreciate that you have been willing* to 
work with us to try to develop a solution to the problems that were 
raised in these four hearings. We have worked^try closely with 
the American Academy of Pediatrics, who really feel they have as- 
sumed already too much private responsibility for a mandated pro- 
gram. I am sure that if we all work together that we can help the 
children, who are the ones who are really injured by this. 

We appreciate your coming here today. I know you are busy, gen- 
tlemen. I work with you on so many other projects, and I appreci- 
ate your cooperativeness in working with us to solve this problem. 

Dr. Brandt. Thank you very much. 
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Senator Hawkinh. Maybe we can convince you to support the 
bill. 

Our next panel is composed of parents and grandparents who are 
very concerned about the childhood immunization program and 
who have been very active in seeking improvements in our Na- 
tion's childhood immunization program. These, witnesses are Jeff 
Schwartz, who represents the Dissatisfied Parents Together; Donna 
Gary, from Wayland, MA; and Stephen Kudabeck, of Little Rock, 
AR. 

Jeff, since you played such a pivotal role in helping develop this 
legislation, would you start, please? 

STATEMENT OF JEFFREY H. SCHWARTZ, REPRESENTING 
DISSATISFIED PARENTS TOGETHER 

Mr. Schwartz. Thank you, Senator Hawkins. I appreciate the 
opportunity to appear before you today and to represent Dissatis- 
fied Parents Together IDPT]. We are a group who sees as its pri- 
mary responsibility the education of parents and, working with 
doctors, the education of physicians and public health authorities 
as to the need to be concerned about the pertussis vaccine's safety 
us well as about pertussis disease. 

In the testimony which follows we would like to cover four main 
points. First, we want to review the reasons why we believe that a 
bill like S. 2117 is needed, contrary to the HHS testimony. Second, 
we want to recall the 10 principles which we presented before you 
at the last hearing that we thought ought to be used as a guide for 
judging what is a genuine and acceptable vaccine victim compensa- 
tion bill. Third, we would like to. assess how S. 2117 measures up to 
these 10 principles. Fourth, we would like to identify some key 
issues and concerns regarding the bill, briefly closing with a few 
final remarks. / 

In terms of the need for a bill like S. 1227, at the outset we par- 
ticularly want to thank Senator Hawkins and Chairman Hatch and 
the other cosponsors of S. 2117 for their leadership in bringing the 
issue of vaccine safety to national attention. 

This committee's hearing on May 7, 1982 and July 22, 1983 
helped demonstrate the need for national legislation such as S. 
'2117. The record developed in those hearings is an important part 
of the background of this bill, and any attempt to evaluate the bill 
has to begin with a review of the findings which emerged from 
those hearings and the materials contained in them. 

The hearings provided a basis for several findings: 

Finding No. 1 is that pertussis vaccine— the "P" part of the 
present DIT vaccine— is a relatively crude, impure, reactive vac- 
cine of unquestioned toxicity and uncertain character. 

Now it is disturbing to hear HHS say that the pertussis vaccine 
is safe, although not perfectly safe. It is disturbing because one of 
HHS's own doctors who is involved in this was quoted recently in 
The Washington Post saving. "We want to eliminate 95 percent of 
the garbage that has nothing to do with protection but does con- 
tribute to adverse reactions.' Garbage in the vaccine— that is an 
outspoken wav of saving it, but I think when you look at the HHS 
testimony, as'i hope' we will have a chance to do more closely, you 
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will find very disturbing shading of the meanings of language used 
rwoS to submit the Washington Post article for the 

[The article referred to follows:] 
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Mr. Schwartz. I think it is important to emphasize that state- 
ments about the pertussis vaccine being crude and of unquestioned 
toxicity, come from leading proponents of the vaccine, such as Dr. 
Mortimer. 

Finding No. 2, since Madsen's 1933 study, more than 50 years 
ago, it has been know that whole .cell pertussis vaccines can cause 
high fevers; convulsion; anaphylactic shock; epilepsy; brain 
damage; mental retardation; paralysis; loss of hearing, sight and 
speech; and even death. We are not saying that all those things are 
caused only by pertussis vaccine, but those things can be caused by 
pertussis vaccine. That is demonstrated in 50 years of published 
medical literature. 

Finding No. 3, the vast majority of practicing physicians and 
public health clinics in the United States have until very recently 
either been uninformed of these facts or unwilling to admit them. 
Generally agreedupon contraindications to administration of the 
vaccine have been ignored all too frequently, with tragic resulting 
consequences. The contraindications which have been set out by 
the quasi-official bodies like ACIP and the AAP have been far too 
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narrow. This is particularly troublesome as the vaccine system has 
become more and more compulsory. , , 

Physicians have failed to keep adequate records and make ade- 
quate reports of severe vaccine reactions. Perhaps most damning of 
all, physicians have failed to inform their patients and listen to 
them about vaccine dangers and reactions. Physicians have thus 
deprived us parents of the information we need to protect our chil- 
dren and deprived themselves of critical knowledge about what is 
really going on with their patients, so that they can treat them 
well. I don^ mean to indict all physicians, but it is a sad fact that 
what is known at the highest levels of the American Academy of 
Pediatrics and the American Medical Association and HHS has not 
made its way to the rank and file. Adequate safeguards are not 
being implemented in current practice. 

Finding No. 4, physicians have tended to rely on the belief that 
the Government would not license, and pharmaceutical manufac- 
turers would not sell, an unsafe vaccine to children. The doctors 
have tended to assume that whole cell pertussis vaccine had been 
proven thoroughly safe and effective, and they have been told by 
HHS that the vaccine is safe and effective. In testimony before you 
HHS has said the vaccine has been proven safe and effective, and 
yet we continue to have these severe reactions. 

Doctors have assumed that the vaccines have been adequately 
tested and screened; that they have been manufactured with care- 
ful quality control; properly labeled, stored, and shipped according 
to specification; that they included adequate warnings, and were 
subject to adequate postmarket surveillance. 

Even more important, universal legal requirements for pertussis 
vaccination have led most U.S. physicians to conclude that they no 
longer need to exercise individual judgment in deciding on a case- 
by-case basis whether, when, and under what circumstances to vac- 
cinate children with DPT vaccine. These legal requirements have 
led to relaxation of physician vigilance, scrapping of the doctrine of 
informed consent, and incursion on a parent s first and most funda- 
mental freedom— the freedom to protect the health and well-being 
of our children. „ ^ x . , 

Finding No. 5, the Health and Human Services Department has 
performed woefully and inadequately to protect the health of our 
children in this area. It has failed for over 40 years to push for a 
vaccine safer than the whole cell pertussis vaccine. It has not pro- 
vided an adequate regulatory framework to assure that whole cell 
vaccines are made and administered as safely as possible. HHS sees 
its function as licensing, not regulating vaccine; the Department 
has not assumed responsibility for development of safer vaccines. 
For years HHS has studied the need for compensating children 
who are severely injured by vaccines, yet the Department has not 
put forth a single proposal. They have been working on the com- 
pensation issue for more than 7 years, and yet HHS comes here 
today to say they are in favor of the concept, but they are just 
against its implementation. They say they don't think Federal leg- 
islation is needed, and they do not have any proposals of their own 
to present after 7 years. How long do we have to wait for them to 
come up with a program that meets the need and the responsibility 
that they have implicitly acknowledged here? 
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The Health and Human Services Department has strongly en- 
couraged State laws mandating vaccination as a precondition for 
school entry, yet has failed to acknowledge the need for flexibility 
and sensitivity in the vaccination system. The Department has 
kept vaccine public policymaking in the hands of the few and out 
ot sight of the many. It has not insisted on adequate accountability 
by doctors and vaccine makers and HHS has not been willing to be 
accountable itself. Perhaps worst of all, the Department has by and 
large refused to get the facts, know the facta, and share the facts 
with the public, or even acknowledge the facts that they have got. 

t inding No. 6, in the face of* these realizations over the last 2 
years, parents have had to turn to the courts, to the Congress, and 
ultimately to ourselves, to redress these grievances. That is why 
Dissatisfied Parents Together came into being. That is why we de- 
veloped our own parent information packet: because the doctors 
have not done it for us, because Health and Human Services De- 
partment has not done it for us, because the manufacturers have 
not made it available to parents. That is why increasing numbers 
of lawsuits are being filed on behalf of vaccine-damaged children, 
because there is no alternative for those children. That is why a 
bill like S. 21 17 is needed. 

Finding No 7 there is a middle ground for better protecting our 
children s health. We need not be blind to the dangers of pertussis 
vaccine in order to be concerned about the dangers of whooping 
cough; but we need not ignore concerns about whooping cough in 
order to avoid vaccine-related brain damage. Parents are not going 
to freak out if we talk about these problems carefully and thought- 
hilly. Parents are not going to go nuts about this. We are con- 
cerned about the health of our children, and we want to find a way 
that is a middle ground. Being concerned about both the disease 
and the vaccine, we can work in an informed and balanced way to 
safeguard our children's health from both the risk, of the disease 
and ot the currentljravailable vaccine. 

The next section of my testimony talks about the 10 principles 
that we listed in previous testimony for what we thought would be 
a good bill. These principles were set forth before the bill was de- 
veloped, and I won t restate those. They are listed in my testimony 
trom last time, and we will put them in this record. 

♦ u ♦ £ot £ i t0 r say ' tne import*" 11 part about the principles was 
that DPI felt from the very beginning we could not support a bill 
that simply compensated children who are injured; that did not 
provide a strong mandate for the creation of safer vaccines, for the 
use ot safer vaccines, for the implementation of a safer system for 
using the current vaccine. We would not agree to sweep the prob- 
lem under the rug by paying off the families and the children who 
are damaged and let this process of administering a hazardous vac- 
cine go on without challenge. 

This is one of the reasons why we ar*> o pleased with S. 2117. S 
2117 is not merely a compensation bill. It is a health bill and the 
bill sets forth specific requirements to assure that HHS assumes its 
proper responsibility; that doctors assume their proper responsibil- 
ity; that manufacturers assume their responsibility; and that we 
parents have the information available to assume our responsibil- 
ity. * 



r.4 



ERIC 



r>() 

We believe S 21 17 -meets all HI of the principles that we have 
previously proscribed and. thus, Dissatisfied Parents Together does 
support enactment of S 2117. We do not say this without some res- 
ervations or concerns, however, and we want to discuss these con- ; 
corns brieflv at the end. Before doing so, however we do want to 
highlight several kev points about the strengths of the bill. 

As 1 pointed out, we are very pleased about parts C and Do! the 
hill because these provisions do create statutory mandates tor de- 
velopment and use of safer vaccines and for strengthening the cur- 
rent svstem to prevent serious vaccine reactions. These are not 
mere grants of authority. HHS has had much of the authority it 
needs to properly protect the public but the Department has not 
used its authority adequately. Thus, the bill, S. 2117, creates a non- 
discretionarv dutv. in fact, a set of duties, that the Secretary will 
have to carry out to assure that the parents get the information, 
that vaccine' serious reactions are recorded and reported, that a 
safer vaccine is developed and ubed, and to incorporate safeguards 
m the current vaccine system to assure that children are protected. 

II i he Secretary of HHS fails to use any authority she has under 
ativ existing law' or fails to implement this law to carry out these 
mandate* a citizen suit could be filed and the courts would manda- 
mus the Secretary to act. The record is clear as to why this is 
lua'ded: the record* is painfully clear. 

I ikewise these parts of the bill mandate certain safeguards to be 
carried out by the doctors and the health care providers. The new 
duties would become part of a physician's standards of practice or 
care Anv failure to carry out these mandates, to make the re- 
quired information available to parents, to keep the records, to 
make the reports, to abide by contraindications, would at least 
create a presumption of negligence, perhaps even constitute negli- 
gence per se A pattern of refusal or failure to implement the Jaw 
could lead to punitive damages under tort law or be considered in 
licensure review proceedings. We are pleased to note that— and l 
think thif is something that Senator Hawkins is entitled to take 
s«,me credit for. and I think it is a wave of the future-we are 
pleased to note that the State legislature of Maryland has become 
the first State to pass legislation based on part C and part U ot this 
lull I think there are many more States to follow. Again, national 
leadership is needed . ... . 

In the Maryland State Legislature, interestingly, we said victim 
compensation' is a kev element, and the State legislators said to us. 
We svmpathi/e with vou. but that's a national problem. You have 
t,. L'.. io the Congress."' That is what our State legislators told us in 
\1 /rvl.md and that is what we are finding throughout, the country. 

\,l,.,ni ,!<• . mnpensation is not going to be done by the private in- 
-Mr.inee sw.-m. n hasn't been It is not going to be done by the 
s t It i- not going to he done by HHS. It is up to the Congress 
t.. enact legislation to protect the children who in the past and the 
• • in- are m|ii red hv these vaccines. 

VW al-«> want to punt out the importance of the procedural and 
„„i,nal review provisions of S 21 i 7. The vaccine licensure process 
.',n«| vaccine poluv processes have not been open to the public. 
Pov'il input has not onlv not been solicited by the AAt or At. lr 
.,t :h.- s t; „... sU,,.,, uttered, parent input has frequently been total- 
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ly ignored. The presently closed system needs to be open and ac- 
countable, and these provisions for procedural openness and judi- 
cial review will help /reduce healthier children and a better 
system. 

Without parts C and D of the bill, DPT could not support it. We 
think these provisions are critical, and we think they deserve spe- 
cial appreciation and attention. It is too bad that the Health Dei 
partment did not see fit to address those parts of the bill. I think, if 
they had, they would have said, as they have told. us previously in 
correspondence, that they could not support these other provisions, 
either. ' 

Compensation without prevention would sweep the problem 
under the rug. We think there is a serious problem and it needs to 
be dealt with. If there is one question in this hearing that we 
would like the committee to consider, it is, Is there a problem and 
does it need to be dealt with? 

If I heard HHS right, they said either there isn't a problem, or 
there is but it doesn t need to be dealt with, or it does need to be 
dealt with but not by us, or give us 7 more years to think about it. 
I don t know what I heard, frankly. It is very confusing to me be- 
cause we have yet to hear what legislation, if any, HHS would sup- 
port. We know what they are against, but we don't know what they 
are for. 

We also want to applaud the bill's sponsors for ensuring that 
vaccine, compensation decisionmaking in individual cases is left to 
the Federal court. HHS has an institutional conflict of interest by 
virtue of its health care cost containment and vaccination promo- 
tion resoonsibilities that would preclude it from deciding fairly 
whether a claimant qualifies for compensation and, if so, how 
much. 

Their own interpretation of the medical and scientific literature 
on vaccine reactions demonstrates the Department's bias and its 
inclination to minimize or even deny the existence of the problem. 

We also commend S. 2117 because it guarantees a child's and 
parent s option to sue under traditional common law principles. It 
would be the final injustice to require vaccination by law, knowing 
that some children will be permanently brain-damaged or even die 
as a result, then to single out these children and their parents to 
take away their right to common law protection from negligence or 
unreasonably dangerous products, as the only group of children 
who don t have the right to go to court. That is hardly real justice. 
Nor would this be good social policy. The tort law system, even 
with the limits we pointed out in our testimony in July 1983, and 
they are substantial, does serve to deter negligence and help aug- 
ment regulatory incentives for safety. We ought not to simply abol- 
ish those incentives. DPT could not support— in fact, would have to 
oppose—enactment of the bill if it did not guarantee a child's 
option to sue under the traditional common law tort and contract 
principles. 

We do want to mention two key issues of concern because they 
come up within our own group. It is important to understand that, 
while Dissatisfied Parents Together [DPT) supports the bill, we do 
not claim to represent all the parents in the world or even all the 
parents who have vaccine-damaged kids. Moreover, there are par- 
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ents even in our group who have reservations about S. 2117. Their 
concerns focus around two main points. 

Briefly, they fear that the compensation provisions could be used 
by those who are pushing a very coercive mandatory vaccine 
system as a basis for saying, "Look, we're going to compensate you 
if your child gets injured, so you don't have any gripe. Uo ahead 
and get your kid vaccinated. If you don't, then we 11 use these coer- 
cive methods." „ . , w , 

These are not just hypothetical fears; they are based on present 
real world events. Parents who are refusing to have their children 
vaccinated are beinf charged with child abuse or child neglect. 
Criminal prosecutions are being brought for truancy because the 
children are being excluded from school. Parents fear that their 
children may be endangered by these shots, and with some very 
good, very specific reasons in many cases. Instead of being com- 
mended for protecting their children, these parents are being pros- 

^Itls interesting to know that this coercive atmosphere has been 
created by HHS. The Secretary of HHS has taken occasion to say it 
is child abuse for parents to refuse to have their child vaccinated. 
That wasn't said with qualification. It was not said that it is child 
abuse to do that when your child does not have a contraindication, 
is not a high-risk child or has not had a prior reaction. The bec- 
retary merely said that it is child abuse to refuse to have your chil- 
dren vaccinated regardless of>lie vaccine, regardless of the specitic 
circumstances of the child, regardless of the risk. That is the coer- 
cive atmosphere that is being created. 

Therefore, our people are afraid that the message accompanying 
enactment of S. 2117 may be, "We'll compensate your child if he is 
injured, so you can't object." 

We are not proposing specific sulutions to this problem at tnis 
time, but we would be willing to work with the committee on 
trying to fashion a solution so that this concern can be avoided. We 
believe that the coercive tone and effect that is conveyed by state- 
ments such as those made by the Secretary and resulting irom 
State criminal prosecutions must be eliminated. 

The second major parent concern which we think deserves men- 
tion Ls with the compensation part of the bill. The belief has arisen 
among some that somehow culpable physicians and drug companies 
will be let off the hook if the bill were enacted, that somehow the 
taxpayer will wind up paying the cost. I personally do not share 
the belief that culpable physicians and drug companies are going to 
be let oil' the hook, because the bill provides for, even guarantees, 
the parent's option to sue under common law princi; les. Inat 
means doctors are still liable if they are guilty of negligence and 
pharmaceutical companies are still liable if they market an unrea- 
sonably dangerous product. The bill provides for subrogation and 
authorizes the Justice Department to bring suit against a negligent 
doctor or against the manufacturer of an unreasonably dangerous 
prc.du,: if the compensation has been awarded. Nevertheless, we 
share the coocern that the bill should not act as a shie d for wrong- 
doing bv drug companies or physicians or for the marketing ot un- 
reasonably dangerous products. Again, we would be pleased to 
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work with the committee to try to devise any further necessary 
safeguards in the bill. 

There are some other lesser concerns with the bill that we think 
warrant some attention, and we have included them as an attach- 
ment to our testimony. 

I would like, with your indulgence, Senator Hawkins, to make a 
couple closing notes. 

The development and deepening of congressional concern about 
the continuing tragedy of vaccine-induced brain damage is most 
welcome. With your aid, we hope soon to reach the time when 
mothers and fathers will never again say, as you saw in the earlier 
film, "They did this to our children, and then they left us alone 
with the damage." 

But hope is one thing, and reality is another. Every day the 
status quo continues, we get more unutterably sad phone calls and 
letters from parents whose children have been maimed or killed. 
Many of them contain strong documentation. We are not saying 
that the health problems referred to in each and every letter can 
conclusively be proved to be vaccine related, but the claims ought 
to be looked into; they certainly suggest vaccine-induced injury, 
based on what we know from the available medical literature. 

A stop has to be put to this American tragedy as soon as it can 
be. The answer we propose is not to deny or ignore the dangers of 
whooping cough; we acknowledge those, but surely denial of these 
vaccine-injured children and denial of the dangers of the vaccine is 
not the answer, either. 

Yes, we are making slow progress. Two years ago, Dr. Meyer of 
the FDA testified that within a year or a year and a half we would 
have that safer vaccine. Well, it is 2 years, and a safer-vaccine is 
still some years away. We are making some progress, but for some 
of us progress will not be fast enough. 

One year ago when I testified I noted that, even with our daugh- 
ter's seizure disorder, her motor problems, and her hyperactivity, 
with her speech impairment, and her learning difficulties, at least 
we were luckier than the parents of children who had died from 
the vaccine. Those who knew Julie, who met her, who worked with 
her, knew that we were very blessed by having a very special child. 

But that was 1 year ago, and, as you know, 6 weeks ago Julie 
died. She died from a cardiac arrest suffered during status epilepti- 
cus resulting from her DPT-induced, uncontrolled seizure disorder. 
Now it is too late for Julie, and it is too late for so many other chil- 
dren; it's 50 years too late, but it is not too late for tomorrow's chil- 
dren. 

So we ask you to consider this: at Julie's funeral we read a poem 
for her that is called "I Carry Your Heart in My Heart." As the 
committee considers S. 2117, we ask you to do the same— for Julie, 
for all the injured and dead children like her, for the children who 
have be?n injured by the disease as well, but mo*t of all for all of 
tomorrow's children— please, we ask the committee, "Carry These 
Children in Your Hearts." 

Thank you, Senator Hawkins. 

[The prepared statement of Mr. Schwartz follows:] 
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■i-c<n-rvcw RJOTPE TOE U.S. SENATE 
COtOTTEE ON LABOR AND HUfW) RESOURCES 
ON S. 2\V 

("NATIONAL CHTtDHOCU VACCINE- THTURY CCMPENSKnfM ACT ) 
May 3, 1984 

Presented by Jeff rev H. Schwartz, 
on behalf of Dissatisfied Parents Together (DPT) 

Makers of the Camdttee, I thank you for ti* °Pf^^ a fP^ ntB 
before you today. I am here representing the views of Dissatisfied Parents 
Together (DPT) . 

in the testimony which follows we plan to cover four main Pf nts - 
rw B * jTwant to review the reasons why we believe a bill lite S. 2117 is 
nioed S^ond ouTt«ti^y will recall the ten principles which ve pre- 
vt^v staled fordefining a genuine vaccine victim cassation bill. 
T^re ^ InSnS relssTa^how ?m measures up to these ten ^Pj^ 
Surth, «e want to identify so* key issues and concerns in the bill. Finally, 
w* want to present sane brief closing remarks. 

I . Tto jtogd for a gUl Like S. 211.? . 

At .he outset, we want to thank this C^utree Particularly Senator 
Hawkins, Ohairrwn Hatch, and the other oo-sponsors of S. 2Ui. JgJ«£ 
leadership in bringing the issue of vaccine safety to ^iom^attention. 
Thi* CoimitWs hearings on May ^ . 1«B2, anc -Ailv 2- haveneipea 

•■findings" which emerge frem those hearings. 

The hearings (and the underlying medical and scientific literature cited 
ir. !-hose hearings) shew that — 

FINDING »lt Pertussis vaccine (the "P" part of the present 
^vaccin e) is a relatively crede, injure , react ive /accuse 
of "unquestioned toxicity", and uncertain character. 

rrMDTOG »2- Since Madsen's 1933 Study - - more than 50 
*£™Jo - - it has been known that whole cell P«f^ s 
varctneS -can cause high fevers: convulsion, ™Ph^£ 

epilepsy; brain damage, mental retardation, oa re ly- 
X lo?s of hearing, sight, and speech, and even death. 

riNDuNT, «3t The vast majority of practicing phvsiciaivs and 
TtttTF-idlrt clinics in the U.S. have until very reamtW 
SS cnlntenrd of these facts, unaware of them, or 
filing re admit them. Agreed-upon c»ntraindi cat to 
uWnistration of the vaccine have been iqnored all too 
'~xiuently, with resulting tragic consequences. The 
-■^^indications- whi.h have been set out bv the quasi- 
official bodies like ACTP and the AAP have bean far too 
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narrow. This la particularly troublesome as the vaccine 
system has bec one more and more compulsory. Physicians have 
failed to keep adequate record* and mate adequate report* of 
severe vaccine reaction*. Perhape neat damning of all, 
physician* have failed to inform their patients and listen 
to than about vaccine dangers and reactions. Physicians 
have thu* deprived us parents of the information we need to 
protect our children and deprived themselves of critical 
knowledge about what is really going on with their patients. 

TOOn^Mr Physician* have tended to rely on the 1*1 ief 
that the 9nrvernment would not license, and pharmaceutical 
manufacturers would not sell, an unsafe vaccine to children* 
TTe doctors have tended to assume that the vaccine had been 
proven thoroughly safe and effective; adequately tested and 
screened; iranufacturnd with careful quality control? 
properly labeled, stored and shipped according to 
specification; included adequate warning*; and was subject 
to adequate potft-market surveillance. Even more important, 
universal legal requirement* for pertussis vaccination has 
led most U.S. physicians to conclude that they no longer 
need to exercise individual judgement in decidinq on a 
rase-by-case basis whether, when, and under what 
circumstances to vaccinate children with DPT vaccine. Ttese 
legal requirements have led to relaxation of physician 
vigilance, acrar^ijig of the doctrine of informed consent, 
and incursion on a, parent's first and most fundamental 
freedom - - the freedom to protect the health and well-being 
of our children. 



FIND IMS 15 ; The Health and Human Services Department has 
performed woefully and inadequately to protect the health o* 
our children in this area. It has failed for over 40 years 
to push for a vaccine safer than the whole cell pertussis 
vaccine, it has not provided an adequate regulatory frame- 
work to assure that whole cell vaccines are made and admin- 
istered as safely as possible. It has for years "studied" 
the need r or compensating children wto are severely injured 
bv vaccines, yet has not put forth a s ingle proposal. It 
has strongly enoouraged state-lawn rrandAtinq vaccination as 
a pre-condition for school entry, yet has failed to acknowl- 
edge the need for flexibility and sensitivity in the system. 
The Department has kept vaccine policy making in the hands 
of the few and out of sight of the manv. Tt has not insisted 
op adequate accountability by doctors and vaccina makers and 
i-. has not been willing to be accountable itself. Perhaos 
^>rst of all, the Department has by and large refused to get 
'•he farts, know the facts, and share the farts with the 
pub! ic, 

FINDING 15 : tn the face of those realizations of the last 
*wo yv>arn parents hav* had to turn *-o the courts, to th*? 
'•onor^ss, and ultimately to ourselves to redress thesr 
irtevwes. that is why Dissatisfied Parents Trxjorher (DPT) 
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can* into being. That is why wo developed our own parent 
information packet on pertussis vaccine. That is why 
increasing niters of lawsuits am beinq filed on behaj£ o' 
vaccine^Lrttfed children. That ia why a bill like S. 2117 
\s needdfcl^ .* 

L. - v 

FINDING There is a "Middle Ground" for better V 
protecting our children's health, we need not be blind to 
' the dangers of the vaccine in order to be concerned about 
the danger* of the disease. We need not ignore concerns^ 
about whooping cough in order to avoid vaccine- related brain 
damage. Being concerned about both the disease and the 
vaccine, we can work in an informed and balanced way to 
safeguard our children's health. ' 

11, PFTs Ten Principles 

In our July 1983 testimony before this Committee, Dissatisfied Parents 
lather set forth ten principles for achieving this Middle Gro* .We 
called these principles for distinguishing genuine vaccine victim oompen 
sation" legislation from proposals which, in practical effect, would be 
"vaccine victim condemnation" bills. These ten principles are re-stated 
l»lowi 

IT*? bill should expressly acknowledge that pertussis 
vaccines can, and in some instances do, cause serous 
reactions, including seizures, brain damage, even death. 

?, The bill must not simply be an effort to sweep the 

DTIM'accine problem under the ruq. Compensating those who 
are injured bv the vaccine and continuing to require ^ 
virtually all children to take this admittedly dirty 
vaccine is not an acceptable solution. The bill should 
contain positive commitments and incentives to reduce the 
risks of reactions to the current vaccine and to promote 
development of 3afer vaccines. As a minimum these 
rebutments and incentives should include: reouirements for 
adequate written information to parents on the risks of the 
varcine and on the contraindications to the vaccine; 
adequate recordkeeping and reporting by doctors end clinics 
oivinq the vaccine.' more stringent quality control and 
testing requirements by manufacturers; and more leniency in 
defining categories of high risk children who should rot be 
required to receive the vaccine. 

3 The bill must not restrict in'any way a parent's (or 

Gild's) right to sue under existing law. The choice as tn 
whether to sue under existing law or to seek this new form 
of compensation should belong entirely to the parents. 

4. The bill must provide an opportunity for effective 

rnmppnsation for all seriously vaccine- imured individuals, 
n^ardless of how long ago the injury may have occurred. 
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7T*? bill should provide a relatively ample, speedy, 
Inexpensive, non-adversarial mechanism for catpensation of 
vacc Lne-damaged children. 

The bin should contain safeguards to as suit? that the award 
of cnrpensation will not depend on proof by the claimant of 
who the vaccine manufacturer was; on proof of negligence by 
the doctor or defect in the vaccine; or disproof of all 
possible alternative explanations for the child's injuries. 

The bill should guarantee a level of compensation which is 
adequate to enable the damaged child to realize his or her 
maximum potential and enjoyment of life. Allowable 
compensation must not be limited by any arbitrary fixed 
dollar ceiling or by the current availability of services 
for lack thereof) to meet the vaccine-injured children's 
needs. 

The bill must define allowable compensation as being 
available for the life of the injured person in the case of 
permanent injuries, and as covering all necessary medical, 
rehabilitation, special education, therapy, behavioral and 
emotional counseling, custodial care, residential placement 
and other necessary expenses. At a minimum compensation 
should also be* provided for the victim's loss of earned 
income and pain and suffering; and in the case of a child's 
death being caused by the vaccine, a substantial death 
h^n* fit payment should be provided for the parents. 

The persons and institutions deciding vaccine-damage 
compensation claims under the new optional approach must be 
completely independent of any governmental or privatFagencv 
responsible for promoting vaccines or far controlling health 
care costs, 

Th* financing mechanism of the bill should assure that th*> 
payment of compensation awards will not be deferred or 
induced because of budget deficits or government program 
nit. -backs." while the Treasury should be the ultimate 
bark-atop to assure timely and complete payment of 
-Y^rpensation, those who have benefitted from the vaccination 
requirements should havp primary responsibility to finance 
the system. The financing sys"em should be designed to 
r^covpr costs from responsible parties in anv cases of 
vacrine-iniur/ due to negligence in the manufacture or 
aitministration of the vaccine or to defect in the vaccine 
itself. 
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in. Assessment of S. How Tt Measures Up to the Ten Principles 

we are pleased to say that we beUeve S* 21 P meets all ten of 
these principles, and thus Dissatisfied Parents Toother would support 
enactment of S. 2117, Me do rot say this without reservation or 
concerns, however And these oowemfl need to be clearly noted. But 
before we do, several key points ne*sd to be made about the strengths 
of this bill. 

We are particularly pleased by Parts C and D of the bill. 
Together, these provisions will create statutory mandates ./or 
dnveloorent and use of safer vaccines and for strengthening of the 
current system to prevent serious vaccine reactions. These mandates 
will create rxsn-discretlonary duties . If the Secretary of HHS fails 
♦-o use the authority she has under any law to achieve these goals, a 
-it^zer. suit may be filed and the courts could mandamus the Secretary 
to act. 

Li* wise, these parts of the bill mandate certain safeguards to 
be carried out by doctors and other health care providers. These new 
duties would become part of a physician's " standard* of practice or 
care," Any failure to carrry out their mandated responsibilities 
would at least create a presumpticn of negligence. A pattern of 
rufusai or failure to implement the law oould lead to punitive damages 
under tort law law or be considered in licensure- review proceedings. 
wp are please to note that the state Legislature of Maryland has 
Parent ly passed legislation which is very similar to Part C of 
S. ?IP. 

We a 1st. want to point out the importance of the procedural and 
judicial reveiw provisions of S. ?U7. The vaccine licensure process 

ird vaccine policy process have not in the past been open to the 

public. Parent input has not only not been solicited* when offered, 
it has frequently been totallv ignored. The presently closed system 
needs to be open and accountable, and these provisions for procedural 
openness and judicial review will help produce healthier children and 
a better system. 

without Parts C and 0 of S. 2H7, Dissatisfied Parents Together ^ 
would be unable to support the bill. Compensation without prevention 
inri oafequards would simply sweep the problem under the rug. We think 
in fact that the single greatest strength of the bill is its open, 
acknowledgment that there is a problem and it needs -n be dealt w:th. 

We also want to applaud the bill's sponsors for insuring that 
vacci-e compensation decision-making in individual cases is left to 
«-he federal court. HHS has institutional conflicts of interest by 
reason of its cost containment and vaccine promotion responsibilities 
rhat would preclude it from deciding fairly whether a claimant 
iialifi^s for compensation and if so, for how nuoh. 
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We also cement! S. 2 IP, because it guarantees a child's option 
to sue under traditional crimen law principles. It would be tfteflnal 
injustice to require vaccination *y law knowing that sate children 
will be permanently brain damaged as a result, then to single out 
these children to take away their right to ocmron law protection from 
rvxUiqence or unreasonably dangerous products. Nor would this be' good 
.social policy. The tort/contract system, even with the limits we 
pointed out in our testimony in July 1983, does serve to deter negli- 
gence and help auqment regulatory incentives for safety. Dissatisfied 
Parents Together (DPT) could not support, in fact would have to oppose, 
enactment of any bill which did not guarantee a child's option to sue 
under the traditional luhujm law priniples of tort and contract. 

r V. Key Issues and Concerns 

The Committee should know, of course, that Dissatisfied Parents 
Toqether (DPT) does not claim to represent all parents concerned about 
pertussis and pertussis vaccine. Nor are all the parents in our group 
united in their support for S. 2117. ^here appear to be two main 
concerns about the bill that warrant particular attention. 

First, some parentc feel that the "compensation" provisions of 
►hf» hill will be used by HHS and state health agencies to continue 
(and even strengthen) certain deplorable coercive practices, They 
hear Secretary Heck>r say, without qualification , that it is "child 
abuse" to fail to vaccinate children. They see state school and 
health officials suing parents for "child neglect,* "child abuse," and 
"truancy," when the parents, in fear for their children's health, 
refuse to have their susceptible children inoculated. They see state 
attorneys general suing to take guardianship of children to forcibly 
"annate them when parents refuse. These parents fear that the 
"condensation" part of S. 2117 will be used as a justification for the 
indiscriminate use of the current pertussis vaccine, even in the face 
of principled objection by parents. Ttiey fear health officials will 
brush aside their concerns by saying, "Vfe'll compensate your child if 
hp's in:ured — so you can't object." 

w» ar* not proposing specific solutions or amendments tn meet 
t-his set of concerns at this time. But we think these concerns 
^p^p/p to be addressed, and we would be pleased to work with the 
Crnm^fv* and those parents who have most strongly voiced these 
concerns to as sun* that the compensation provisions will not be used 
-\3 i qr^en light for governemnt coercion, 

The second ma -or parent concern with the compensation part of the 
bill is the ef that it may somehew let "culoable physicians and 
-iruq cardan, jf f the hook" and put ' ^ taxpayer "on the hook 
instead." We do pot share this belief. Ihat is because the bill 
pr^ser/^9, quarant^es, the parent's option to sup under comron 

:iw irvi it- pi-tvs.io* for ^ubmqation and authorizes Justice Departrwt 
«si;i*:i vjainsf drug norpanios or physicians in appropriates cases. 
vp»^r.^l^s, wo sham the concern that this bill not act as a shi^l.i 
f~»r ir:r7 Tvp*r.v and phvsician wrongdoing or unreasonably danqerous 
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products. Main, we would be pleased to wort ui-h i-tw« ^ ^r-i*s 
and the Committee to provide necessary and appropriate safeguards in 
the bill. 

other parent concerns appear to us to warrant somJ further 
discussion. See, for ftxampie, attachment #1 (tetter from Daniel E. 
Pesciniti to Jeff Schwartz, 12/l?/83, re S. 2117) ♦ Bea ring th ese 
concerns in mind, Dissatisfied Parents Togathei favors prompt action 
«-o oass S. 2\r, the "National Childhood Vaccine-Injury Compensation 
Act." 

V. A Closing Note 

•me development and deepening of congressional concern about the 
continuing tragedy of vaccine- induced damage is most welcome. With 
your aid, we hope soon to reach the time when mothers and fathers will 
never again say: "They did this to our child, then they left us alone 
to deal with tho damage." 

But hope is one thing, and reality is another. Every day the 
status quo continues, we get more unutterably sad phone calls and 
letters from parents whose children have been maimed or killed. A 
*tnp nust I. ♦ put to this American tragedy as soon as we can. The 
answer wp propose is not to deny or ignore the dangers of whooping 
cough. But surely denial of these children is not the answer either. 

Y*«, we are making slow progress. But for some of us progress 
wilt not he fast enough. One year ago when I testified, I noted that 
pvpn with nur dauahter's seizure disorder, motor problems, hyper- 
activity and speech impairment, at least we were luckier than the 
parents whose children had died from the vaccine. 

That was one year ago. Six weeks a<r>» Julie died from a cardiac 
arrest, offered during status epilepticus resulting from her DPT- 
induced uncontrolled seizure disorder. New it is too late for Julie. 
And it is too late for so many other children — fifty years too late. 
Rut it is not too late for tomorrow's children. 

At Tulip's funeral, we read a poem for her: Carry Your Heart 
in My Meart." As vou consider S. , we ask vou to do the same — 
p\*<w t for Julie," for all the injured and dead children like her, and 
nr*t of aU for tomorrow's children, please "Carry These Children in 
Y*^ur Hearts. " 
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Attachment #1 

DANIEL E. RESCINITI 
3 Goethe Street, einghamton, New York 13905 
607-729-3934 



December 12, 1983 

Jeff Schwartz 
c/o OPT Box 563 
1377 K Street NW 
Washington, DC 20005 

Dear Jeff: 

RE; S-2117 



the effortHut fo; t h U \^otZ no gratitude to the DPT group for 

compensation is necessary. 9 e VaCCln6 1mmun1 "«°" ™d that victim 



' 5t« , r2J |, ?5 , Ji ,t i! fo I unrelated "ealth care should be guaranteed for life 
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tne FDA's interest in the public at large eclipses the need of orphan drugs 
and medical devises due to the rigid protocol it has established. The FDA 
will allow the use of the obsolete devise that 1$ worn externally (Grand- 
father Rule), however, the newer implantable devise remains under review. 
Essentially, rny suggestion Is that a research doctor be permitted to us', 
by prescription, medical devises to Improve the quality of life In his/her 
patient once accepted by the patient or the patient's guardian and that the 
FDA *alve its strict protocol under specified circumstances . 

4. A child who becomes damaged and who Is eligible ur.der the bill may live 
forty years, plus or minus. Does the death benefit of $300, 000-700,000 
remain or Is Indexing Incorporated due to inflation or deflation? 

5. Hypothetical ly, the 10-year option is selected, $250,000 Is placed In the 
initial trust. The child dies one year later. Expenses were $25,000. 

vi- 1 1 happens to che $225,000 remaining In the trust? Is the death benefit 
s irate from this balance? 

6. I have begun legal action concerning DPT-related injury. I now elect to 
come under the Compensation Act. Who would pay the already incurred legal 
expenses? 

/. The provision to appeal Is unclear to me and does not address a time limit 
for a decision once an appeal is made. 

8. If an appeal is made through an attorney, who pays the attorney, win or 

lose? 

9. False claims and possible corruption are always a possibility. Will '-he 
Justice Department police this bill and apply mechanisms to ensure the 
primary intent of *he bill? 

10. Is tne panel or Feilf-ol Magistrate subject to income di. closure? 

11. A^ow^ncps for developme.t of safer vaccines is mentioned. Can "for possible 
genetic research" be included? 

W I' the 10-year option is selected, say $250,000, and the trust is exhausted 
itrer ei-jnt years due to unforeseen expenses with the next two years becoming 
ev^n more expensive, who subsidizes these unforeseen and unexpected costs? 

U. Parent transportation and lodging to various medical centers for treatment 
r .nould be separate from trust options and be paid as needed. 

»4. Tie costs to administer tnis Compensation bill should be budgeted and moni- 
tored by Congress. 

y intentions are not to discredit the hill as sutra it ted, however, my sug- 
gestions , ju»»stions, and ccrcorns are beinq made available to you for comparison 
«ith ■■.i.-i.iiH-rn of otN?r parents to adequately i^eet the needs of injured vaccine 
rf-;t;-s. i />u Vsire l Ian f u at ion of any of my comments, please do not 

a to to l .•■!»? act "«e. 

". • now ■»! j . 

- ■ s " ~ - " 

pi : i t . - ■■ . "Hi? i 
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Senator Hawkins. Thank you, Jeff. You are to be commended for 
being such a leader in this whole movement, and possibly because 
of your keen interest and leadership we will be able to solve this 
problem for other children, and little Julie would not have died in 
vain. 

Mrs. Gary, grandmother of a child who had problems with this 
vaccine, would you like to tell us about it? 

STATEMENT OF DONNA GARY, WAYLAND, MA 

Mrs. Gary. Thank you, and good morning, Senator Hawkins. 

My name is Donna Gary. I am a constituent of Senator Kenne- 
dy s from Massachusetts. 

Our family should have celebrated our very first granddaughter's 
first birthday last month. Instead, we will commemorate the anni- 
versary of her death the end of this month. 

Our granddaughter, Lee Ann, was just 8 weeks old when her 
mother took her to the doctor for her routine checkup. That includ- 
ed, of course, her first DPT inoculation and oral polio vaccine 

In all her entire 8 weeks of life this lovable, extremely alert baby 
had never produced such a blood-curdling scream as she did at the 
moment the shot was given. Neither had her mother ever before 
seen her back arch as it did while she screamed. She was inconsol- 
able It was even difficult for her mother to drive them home for 
daddy s consolations while she went to the pharmacy. She needed 
to purchase the infant Tylenol the doctor suggested for the baby if 
she developed a possible slight fever. Even her daddy could not un- 
derstand Lee Ann's uncharacteristic screaming and crying. 

£ 0 "r e Jj?«™ later ^ Ann was dead - " Crib death," the doctor 
said. SIDS. Could it be connected to the shot?" her parents im- 
plored. No. She just had her first DPT shot this afternoon. 
Cou d there possibly be any connection to it?" "No, no connection 
at all, the emergency room doctor said definitely. 

My husband and I hurried to the hospital the following morning 
after Lee Ann's death to talk with the pathologist before the autop- 
sy. We wanted to make sure he was alerted to her DPT inoculation 
such a short time before her death— just in case, just in case there 
was something else he could look for to make the connection. He 
was unavailable to talk with us. We waited, waited 2V 2 hours. We 
never even had any confirmation that the pathologist even knew 
we were there. Finally, we got to talk to another doctor after the 
autopsy had been completed. He said, "It was SIDS." 

In the months before Lee Ann was born I regularly checked with 
a friend as to the state of her grandchild's condition. He is nearly a 
year and a half older than Lee Ann. On his first DPT shot he 
passed out cold for 15 minutes, right in the pediatrician's office. 
Norma! reaction for some children," the pediatrician reassured. 

The parenu were scared, but they knew what a fine doctor they 
had^ They trusted his judgment. 

When it was time for the second shot they asked, "Are you sure 
it a all right? Is it really necessary? Was the last time that Jona- 
than was unconscious for lf> minutes really nothing to worry 
about? He's only 4 months old." 
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Their pediatrician again reassi red them. He told them how 
awful it was to experience, as he had, one of his infant patient's 
bout with whooping cough. That baby had died from whooping 
cough. 

Jonathan had his second DPT shot that day. Jonathan became 

brain-damaged. 

The parents learned from their own research later that the 
doctor should have checked the family's neurological history. Jona- 
than's mother has a form of epilepsy. A history in the family of 
this should be a contraindication for a baby to receive pertussis 
vaccine A brain damaged child— no connection to the shot, Doctor? 

Death is hard for the survivors to live with. Death of a child is 
even harder to live with. But death is final and we do somehow 
manage to go on living. 

There is also a living death. Having to be or to be the one to care 
for a brain-damaged child, teenager, adult day ai*er day, month 
after month, year after year, has to be the absolutely most phys- 
ically straining, emotionally as well as financially draining situa- 
tion that any human or humans can bear. 

I understand this hearing is to address the compensation needed 
to ease at least the financial burden of those who are afflicted with 
vaccine-related problems, I am in full agreement with the Dissatis- 
fied Parents Together presentation of that part of the issue and 
will ust this time to emphasize those points that are as equally im- 
portant in this biJL^r 

So rnanv qui,*sjrfons came to mind thiough the loss of our precious 
grandchild. lMv**,not until almost i\ months of searching, reading, 
inquiring, that I totftfied based with the Dissatisfied Parents To- 
gether group in Washington. IX 1 . How happy I was to find an intel- 
ligent group of" , eople who had been asking the same questions as 
I They had formulated a statement of purposes and policies that 
put int * actual words some of my own vagUe ideas. They also in- 
formed me of Senate bill 2117 I even plowed through reading the 
entire bill they sent me. hut I was grateful for the summary they 
provided that 'made it possible for me to comprehend. I wrote my 
Senators and encouraged my 'family and friends to write their Sen- 
ators as well to pass such an important bill. 

Being ii political novice, I wa* puzzled a few weeks ago to learn 
S U 1 1 T wa> referred to the Knnor and Human Resources Commit- 
ter Whatever doe- that mean'' So here I am. hoping to learn the 
meaning 

fhi> pasl week I had opportunity to read through the May 7, 
:. and -In 1> -J. W^'.i. printed copies of the hearings of this com- 
mit!*-e 1 am dismaved to learn t hat this same talk has been going 
mm fur ..' v.-;irs In fact. I understand it is A years before this. I am 
dismaved that L\ vears have gone by and nothing has seemed to 
ppigrrv* to incorporate -a hat seems so obvious and so necessary to 
keep hum destroying any more babies, and to compensate finan- 
rialK ihu>«- who have already been damaged for life 

I read m I>r Wilhai: Fuege's. the former Director of HX 1 . testi- 
irmnv in the hearing on page o' where lie refers to the only 

1'S -iud\ on \accme reaetogenicity that was done at UCLA be- 
rvef-n i'.C* arsd i^T'J He reSers to the I. Vol hi doses- not number of 
. l-Hdri-n. tS.i-i'^ in which children had convulsions and had epi 



sodes of collapse }h* does not mention the tvrt) infants who died 
within 4 days of" the I JIT inoculation. ■ 

It was concluded in the report that since they had previously set 
a lH-h<>ur limit on any possible death being related to the vaccine, 
and since— please hear this— "statistically," dealing with the 
number of children they were, they would expect two SIDS deaths, 
therefore, these babies were diagnosed as SIDS in spife of what the 
infants were experiencing clinically before they died. No connec- 
tion, really? No connection? 

No wonder doctors can believe no connection, if this is the type 
of conclusion drawn in a scientific study. 

If my comprehension level is accurate in what I read, I believe 
the Japanese people refused the pertussis vaccine their Govern- 
ment provided because of only two deaths in 1975. How were they 
able to research so quickly a safer and, apparently, effective vac- 
cina that they are now using? Where is our -esearch at this point? 
When will we have a safer pertussis vaccine? 

At this same 1982 hearing Dr. Vincent Fulginiti of the American 
Academy of Pediatrics criticizes the television program, "DPT, Vac- 
cine Roulette/' aired here in the Washington area. He says, on 
page 111, "We at the American Academy of Pediatrics believe it 
imperative that such sensationalism not go unchallenged. 1 ' 

He then goes on to enumerate statistics including, '"Pertussis can 
cause brain damage in as many as one child in 8,000." 

How accurate are our statistics on adverse reactions to vaccine, 
Dr. Fulginiti, when parents have been told, are still being told, "No 
connection to the shot, no connection at all." 

What about the mother I have recently talked with who has a 4- 
year-old brain-damaged son 9 On all three of his DPT shots he had 
a convulsion in the presence of the pediatrician. "No connection," 
the pediatrician assured. 

This mother believed the doctor, wondered what had caused her 
son to lose all motor control. She lived with this situation for a 
year and a half. Then she saw the Phil Donahue television pro- 
gram on vaccine reactions which I assume was a result of the local 
show in Washington that Dr. Fulginiti called sensationalism. This 
nmther needed help. The doctor had told her, "No connection to 
the shot. She finally called an acquaintance who is a lawyer. 

Who else is in a similar condition and has not had the opportuni- 
ty to see the sensationalism of a TV program and still believes 
there is no connection to their own child's problem from a vaccine? 

Another acquaintance heard on a 'television program that it is 
important to record the manufacturer's name and lot number of 
the vaccines being administered to children; for one of the reasons, 
hi case it might be necessary to recall a lot considered a "hot lot." 
Why did she have to tolerate almost a sneer as well as a sarcastic 
remark from her doctor while he reluctantly followed her request 9 
Apparently, it does take a Federal law for some doctors to do the 

)t)Vious 

It is hard to imagine that doctors do not automatically record ad- 
*-erse ^factions to vaccines on the patients' charts, but. again, it 
neei o be spelled out in law to make it happen. These reactions 
rniM also he reported to a central agency in order to accumulate 
more accurate figures I find it hard to believe that in this comput- 
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er age a system ul iururate statistics cannot be effected in a simpli- 
fied manner. 

I talked with a father in a town adjoining ours whose son died at 
the age of weeks, several months before our own granddaughter s 
death. It was the day after his DPT inoculation. "SIDS" is the 
statement on the death certificate. 

Their pediatrician is a teaching professor at Harvard Medical 
School These parents had another baby this past winter It was on 
their own insistence that the baby be given only the DT and not 
the "P" in her routine inoculations. The doctor saw absolutely no 
connection between their other child s shot and death. The parents 
are not that positive. The doctor teaches our coming generation of 
doctors. 

Are the statistics that the medical world loves to quote to say, 
"There is no connection," really accurate, or are they based on 
poor diagnoses, poor recordkeeping? 

If it is true that adverse reactions to pertussis vaccine are so 
very rare, how can one ordinary person like me know about: 

No. 1, a personal friend whose grandchild is brain-damaged due 
to pertussis 

No. 2, our own daughter s child, dead within 4 hours of her first 
DIT shot. I have learned within the past few months that the sig- 
nificant type of scream, arching of the back, and unnatural limp- 
ness Lee'Ann experienced are called encephalopathy manifesta- 
tions 

No an acquaintance in an adjoining town whose baby died 
within 24 hours of DPT inoculation. 

No. 4, the 4-year-old brain-damaged child in Canton, MA, who 
convulsed on all three DPT shots in the doctor's presence. 

No I have not previously mentioned Debbie and Steve, who 
are at this hearing now. I talked with Debbie a week ago. Their 
habv received his first DPT shot the evening of this past March 7. 
He was dead in the morning. "No connection. SIDS." 

No a young mother from Medfield, MA, who is interested m 
siarting a Massachusetts Chapter of Dissatisfied Parents Together 
with me. She feels she is lucky. Her 2'/ a -year-old daughter experi- 
enced dai ly seizures for only 1 V 2 years, semicompiled by drugs, 
but it was a hellish long time to live through. At least her neurolo- 
gist did not say, "No connection." He is sure ii was a reaction to 
pertussis vaccine 

Six eases. How many lives involved'.' Certainly not only the vic- 
tims themselves— whole families, coping, grieving. 

What is being done to provide a safer vaccine'.' Who is oversee- 
ing" Will it be the same scientists and doctors who have been over- 
seeing in tlie past'' How much longer does the public have to wait'. 
How are phvskians. clinics going to be held accountable to see that 
parents are" informed of the possible reactions'.' Who and how are 
those children who should not receive the vaccine to be identified 
before thev are damaged— or dead? 

How can doctors he reeducated as to what a dangerous vaccine it 
t- thev are so casuallv administering'' Why is the vacine we use I n 
times' the strength that the World Health Organization recom- 
mends'' Whv don't various countries get together to compare vac- 
cines" Whv'are those organizations that can provide answers not 
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busily trying to "fi.aJ the connection," instead of refuting the evi- 
dence of case studies which involve the people affected? The medi- 
cal associations seem so quick to squelch even their own doctors 
when these doctors try to point out their own research and discov- 
eries of the problems that exist. 

I admire those doctors who question what has been and still is 
happening. I would like to include with my testimony a report 
from the Physicians for Study of Pertussis Vaccines, a group of 
physicians in California who are much concerned with this prob- 
£f £ USS1S vaccine - Th e report is wi itten by Kevin C. Ger- 
$l y u M -5',. J and w entitled, "Death Events Following DPT in 
Northern California. 

Today is the National Day of Prayer. My prayer is that this com- 
mittee be instrumental in doing what needs to be done-and soon 
May there not be yet another year pass by with more children af- 
flicted and some dead because those who can do so refuse to "make 
the right connection. 

Thank you for the privilege of speaking to this group. 

I Information supplied for record follows:] 
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Phyttctans For Study of Ptrtuttit Vacant* 
Bom 345 
11072 Sen Pejtfo Avej 
El C#mto. Cejikxnta 94630 ' 



March 17, 



DEATHS rOLLOWINC DPT IN f*ONTH A COSTA COUNTY 
(CAl IFORN LA) INFANTS: F IRST HALF OF 1 9B 3 

PSPV feete that thie article subaltted for publlcscton shove that 
certain InfenCe ara and have baan dying of DPT perhaps alnca cha 1940'a. 
Ue faal dug Co cha paat af f actlvanaaa of Cha present pcrtueele vecclne, 
a naw be net lc-rlak scenario hae ivoWid, whereby a "ald-courae corracdon" 
la long overdue, the current obeervetlon of atyplcel SIDS deethe 
suspiciously following OFT requlree laaedlet* inveec I gat Ion using active 
surveULencs technlquee. Children dying ehordy (within * deye) of DFT- 
should have epproprlete clinical hlaCorlee obceined eaphaelzlng feally 
end eerly personal elgn* of allergy or prior hleCory of apnea. Objective 
date coneletlng.of full KLA typing, pi earns lneuiln levele» total IgE end 
levele of sntlbodiss agalnat bavins eerua elbusiln end other allk protelne 
e ho old be obtained In the proper feehlon. Thle euggeedon la baaed on 
raeeerch In alee froa Stanford University (Stelnaan, at el) ana our 
clinical hlatorlee In over 30 huaan caeee of shock-like deethe ("SIDS") 
end claaelcal encephel op ethic caeee. Saaplee for senas atudlee auet be 
ohtelned eo ee not to "contaminate" samp lee with blood froa the) inferior 
vena cava. Objective dete auet be correleted with en epproprlete eteglng 
^esed on the cllnlcel eode of deeth. Our lntereet le In the t eubeet of 
tnfanta dying with e clinical hlatory of eyaptoaa end eigne long eeeoclated 
with hypotonic — hyporeaponelve epleodee (HHE) In cleeelcel D?T non-fetel 
reectlone. The prectlce of coronere claeelfylng euch deethe ee "SIDS" 
aust be decried ee balng technically Incorrect. The euggeetlon for "Toxic 
for ehock-ilke) deeche tenporelly following OPT" le aade. 
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■itiF' Heath Fvents ShnrtW lowing MPT In Sort hi- ru California 
\ ■ • *i 'H ■ Kpvin V . t:pranhty, M.n. 

■•i.til. Kvi-nli Assoc tarpil^wlth Smut n j_ and It g V it cc In e ; 

Madapn (I) in 1911 and wctne (J) in H<in reported shock- like deaths lollnvInK 

- • t r h I m 7^ ».c»urR of rpieint -«f pertnaal* vrtfinM. In the pant, ppldemics of whoopinR 

.m^h have hppn assorlatPil wi*h Midden dealh events O) in Infected Infants. 

r, . .-iitlv, 1 hi* • > '/ - i ii.i. INil! l'i ) i>«p«irt<Ml in 19*1 that twn nf flu- 

tt.ti-i- natural prrtiiHHis dcai'iM involved infants fnnnd 'Mead in heil" . These 

infant t wore a^pM l \ and S months. 

fWnter (S) reported in 19fl? on five dpaths occorlnfc within 2 1 * hours of 

•»»■! n.Jm in l hi r at ion dot Ing a 1<4/A vaccination drive In Tennessee. All five infants 

t>>i clvdl l»P r on-pared hy the samp manufacturer and four from the same lot. All 

wi-rf ltntp'l mi .lrath certificates as SMS events. Clinical histories of events 

in thin Htti.lv F»l lowing OPT ami prior to death werp not reported. ThiH atudy was 

• r initial tv lm lutlei) in thp lW/4 report to rhe Surgeon Cennral (♦>) . The newly 

r>st I riitf»fl Monitoring System iur II'umi Following Imraun I za t Ions (MS1FI) (7), 

■i passive nirvel 1 l«i. m :'» ^ysti-m, whr • redited with recognition of this potential 

*--t 1 >t uliualliai that hail 1 cti to thin follnwnp investigation. More recently, 

■fh iH) and Baia'f • *•') ri>vlpw ( «l Sins death -ertlflcates and then obtained 

>rt>-spott-ll*itt v«,i Inaiton lihM'iln. All thr»e studies (S.ft,^) while not rltinR 

. : int-.il hist. trie* t.'UtiwiiiR MPT administration, showed clearly a sensitivity lo 

* ' i- Mitt tevpr.il Uvs '.»li.'witin administration of PPT . Thpy also showed 

^..!.m(ivitv f .» the fttst f'PI It* |#>t t . KuUtnttt do) has ed1 torlal Ired 

i .r i .-.-il . .mi r!n« M.'l -«t- a I • i 1 h 1 1 1 1 y of a potential • mum** ami effpit re- 

: i : i .i. ,M|i l M m won 1. 1 »■!■ J».isPd on wei 1 -known, non-latal shoi v anil sodden 

■ 1 i ipiti' -mil * i .- 1 l.«v tun 1 a-i-* in ht rat I <«n . A«M it tonal I v . dwr I nK t hp rerpnt 

l.»iM\. x.iti-ri-'in *i>»l-'v »■■ fi».ii i.igpi'o Hv hv «-idv, Pt al (II), two SlhS 
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" - -' ••- P> shortly after the «l „,!,.„ 

- W Wa folding r,PT oho.. ,„ lh „ ,,.„,,, F „ r , he p „ t gcverj)1 ypars< ^ 

tasert nr „pt v „,, tn es .,n m , ajor tMfl not „ d (hlR 

1 1 I. •«..-•.» t t-nipur 4 1 relationship. 
' >«• • .nit r i . , '>'»ta._Sti<.'l/' 

r-». „„ h „ r ..it i ,.„^p, „,„,.„ ,,„,,„ eventH „, |nfanU undpr onp ypar 

" ; '" ^'«f.,r„ la ,l„ r ing (he Mrs, half « l<mi. 

• I.. «m ' I • ■ | ■*■) Mill It en I k «i|,"i I., .11 | , 

M..S ..n .„..,th . I fi. AI , tll , fmtU ^ wrp ,„ t „ wlewed u ,„ perHo]a) 

-I h.atnry .,( ,11 „,e d-eaased i„<»„„ uaM obtained lncludlng h|8tor7 flf 

Mine..,, and vaccination,. Au,,,,.,, reporta and certU|c . te , Qn ,„ ^ 

" h,a ' nP "' Th ' -PP"P"««- -8ency h.. notified to a(lcertaln „,„„,.„..,„ 

-n.. lot numbers for vacctnea. Typically this potentially Important Infor-cinn 1, 
n..t he.na ,..,orued by phyal.Mana and clinics ln the private aecto r. Three of the 
.-«e, («.S,,., Mlnirally ,. U a«ic.l ,„ r sws flnd tad nQ , ntece(lent (nneS8 Qr 

"""•* "" T ln,e,M " n " — - (".".MO) shnvei clinically cl.a.ic.l 

SIP* h la „„,.. a ult „ „ non. rt ,.« B1 ,«riv, t, P T hiatory. fn the.* 4 deaths, however, the 

...f.nt« had apparently ,„,,» f an antecedent v.ral re s pir a ,ory , U ne 9 s 

— lared with lever app.ox.aarnly davs earlier. ,n the refining three cases 

there were disturbing • tin'. <i| h,.,„ria. not typical „f St n S OT of tha other , Hro „ pfl 
"•'•""»' ""° r " y »" va., mat ion. fhe clinical ht.tnriea fo)l,wio R DPI 

" """" ,H ln 1flhi " " "-It., analogous to the clinical 

' ,v '-'""' *"» H P .«,s(»e ep.sode- (HUE) as reported in Table 4 of the 
WT r^.,.. H e„,.„ v ,, v , lMlyi „, „ in) The dcvplopm ,. nt cf H|)K 

' '''■ k "" 5 '" ' '" n -ie.tions (m and Is a . on. -* indication f furtner 

"t.m.e.1 in t he «eq..e„. e . All three deatha in 
<- the oner a office aa were all those in the 
'*'"' ' ' ir "" PS :, '" r " WH ' 1 "" •'- '" tt "" manufacturer .,r lot number in any o, 
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, i .i I Ki* I it 1 tons'i t |j ^ : 

• lUinttl (In) hrts ri-vJfWi-il Hn« Inliemnt 'lantern tn .touting causality to 
• - . « i I v n-lared rvi-nr«ii "Hie *i 1 H sponsored nooperattve Epidemiological Study 

■ '.!.■■ i i»,mi hr.tft! 'Mi'iinttie PIhU i trturs has hf»on used to examine rhis temporal 
.. i t Nerweon [ill .mil ^ Pvi'ntH. Huffman (ID concluded In his preliminary 
: --u ■«! n.i* \\r*i »..ilf nf r Jn» study, " r n summary, the data from the NICHT) 

t ivr Kpi.li-miiitiiKii.il it i«ly SinS Risk Factors strongly aupporLs the view 

tn rli.> itto!og\ of Slf»S M , nnth Fulftlnltl (10) 

* ■■•■!: >n.u) (H) ttiikf u.i- f ntfl.i. it n I i»rri»r oi not iiuorporat ing clinical staging 

: » i».«-tr i I'upi-i t I vi« Hruilv models for assenting temporal relationships. Fulginitl's 
>t -irt't if al model voui<* be flawed by this ommisslon and Hoffman's was- In the latter 
i .-, r»n- nwi }"i irUcrLii fur inclusion of cases for study was designation by a 
• U.. ,1 fx-imlni'r «>r rnroner based on a standardize^ necropsy protocol. Based on our 
pi-Mem »• In this r.'port, throe rl early classical cl tnical histories for OPT mediated 
Ivfi-f !,..«■ f l.ih-i wcrr a'lmlxiMl wiih seven classical clinical SIPS events. The author 
i n.M-.i f.ir •*t.iv;iMn sins pvt'ntu i»y both clinical features as well as their 
ii.H.il ri-l.n •••Im-HH t.i ni'T. studies addressing Sin* as if it were a homogenous 
■t.llrioit i.iv t'.-is Si- t ttc'n:li i 1 lv ■ins-ir isfnctory . Further suspicion la raised by 

red d;ita. Thin study similar to those cited earlier 
-,In»w-1 .i ilffintti- trend t.iwnnli these temporal death events occurring 
.• i .*i ii.ui i 1 v .in the .-.-i-.ii-ltm ««f the first OPT injection. 'Uven the well-confirmed 
. ..!..»!..■ • « I .i-.v I I Mil*. ,'vpius nntnly brtween two and fi ix months of age (l3)t 

• I l .. M .,.. , t-. .»■»• .lf.ir'-; i.wiporally assnciattd with PPT vaccination to be 

m . t uiii >l r 1 1 - m i r<l iii.l vU!«»utt ;i distinct bias to series number. The 

...»■■ it 1 v I r y i»n» f i r «t ■l-iy following DPT could reflect observer blaa 
i ; i ...iv- .mi vt- 1 1 1 in. v ■.■/-.!• -ii as MSIFl, however auch a pattern prevails 

In -i!>i.l|"*. < i >, u , ') whet i« tl' '! His *«vt»nts are retrieved and reported in terma 
■ • - a s-i ! 'd'T iii » r i t r-»*.i»i»t t i v»- .u t ivr survp' I lance fashion. 
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' . i I lit! oi».,l. iy 

I: were t.« 11 t -mpi f,« imp-itt. .<itfn.iltty (l > fn"ic DPT temporally .ihm.m m 

-v.-iir.. r *'p»r(»«l Ipio .,id f»l s..wh*»r€», thru, In addition to the strongly 
l ' v ' Mmj. r.O hi«»f ,.r|»w, .-».>,. w,) lt H have i r> submit reasonable 

1 ! " r th *' fM-.i.-i. e Im whi»l»- , nil pertMStitri ol putative elements capable 

p r »••" i ;■ I ? at In M.irh e;.'!,!,. r: i ven the en r retire .if similar death events in th.- 
•f-uil .lis.-.i.e (I/O 1..M..WI11K shortly .mer U-. v.ucliu', ( I , , ) then 

'* ' -l.-iilv w ii i m; . rin- l.mji imr.'il iii-riii rpnrf. i.f .-ipm- ■ mil 

' •" n ' ,n, » 11 -liw,-.!. M-itr (HO is ,m additional «:au*e fi>{ concern. 

nmin..,|.. s |, .,1 .in.! "ther H[.il, .^Unl. Pr ope r th-H As h,uU t etlJWl t ^ Per I u;»h I s Ucr- Inea : 

■ 4 -. . bo»lo*l - » 1 I v .ir rive suhstaiues aasor lated with who In re II van Im-.. ( I ' 

l.'rinuii.-. r..tl.- toxin, amlot ! iingeris, hi-magniut 1 nin, endotoxin and pertussin. 
..I rf.-n J. ,., .ii'p.iifin nii.lc-.-iil.tr nmsair with multiple activities. Chief amona 
i. II-/IH..H .ire ifi-*l lailtit- ;ensJtUin R ra. tor (H'SF) (n,16) and Inlet Ac 1 1 vat I n* 
I- .trill i lAI'l Ml, I'., ) 7 , 1ft ) . 

ire».iri r- »-.- n.i- . i.i.-i f .i. 1 U r ..t or .-f , and an essential ilt-ment In, thr- 
n-'ir c l-.ii -.i 'jipei 1-:»m)I..1 AII.ihI. I in epha I -ip.it hy (I'AK) (lh.19) in animal*. 
1 - ! I r I - -ii 1 1 I -. , a » n-ii-iri . ■■»■. t r.i i -: unn«ii;iMy sensitive in the lethal effects of 
i.r-truni- n*i,j«i). !):,•■.,- phvsi.ilo K K <t l changes are '.Itnllar to tertaln clinical 
l-li-v- In ■■.mm ,|..,.v t I t • * i . ht.liM-t l.iii nf sensitization Is varlahle in unset 

„ -r.rw'M! do-..- .Ii ptri.ii-m 'nil? induced the activity ia active for several 

i ■« i'.'l' »n ui.-illirv •iiiil.m.* ,.f h>> .>r pert nsHtKen la to art as an 
!»i-in» r -» pr<<-!>i- l l-'M .■• ti-i.-nn. (!<F) .mtlhndles (Jl ) , Recently, Steinnnn (.M) 
. i -p. -it si t -ui.iip ■...!. I it portus'iis encephalopathy, An Inhred strain of 
■ ■ -■•iwt:i # : !lnlr.i»<e i.< r h.. ■ 1 I ■ • u . «.ir tMs rear t dm is used. In this model » 
. i .. «|.t |! I. .trim.. . t 'm* ratal It v rue hy day. following 

i- . !•■ ir I. -ii wit'i |iimi.i-.o . i. -Im... In i..,i» ■•.osi ept i hi e sfr.iins t h*« latalllv raff 
* 1 \ .f ..p ., i .;.> t! »p at *' i- -ii. e, l,i : » iw ln>t wUit t hi< .nit hor ' s 
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.1. inline h* a "lethal "horW 1 iirp ». ¥ ii.lrn»e" ( hlwwed "diffuse vmcuUr congestion 
tnH parenchymal hemorrhage In bnfh the cortex And white matter". Precipitation of 

m rle.ith events require^ prrsrnalt i*at 1 nn ro bovine serum albumin. Thus In 
i ..topic mmiae model, death, f ol 1 nws prior Annuitization to prohable HSF nnce 
apparent tgE antlbndle* cnmhlne with extemsl ly supplied ant lgen releasing en- 
dnRennus hlstamln*. The authors point o»it that most human Infants pnssess titer* 
•»l antibodies against bovine nenim albumin. Thla Is due to Ingestion of milk, 
...1 Ik bused fnrimila nr hn».iai milk rnntatnliiR m\Xk antigens from maternal ingestion. 
In t >.»r series of three non-S!»S deaths shortly after n PT, two of the Infants had 
personal hlntnrles and all hfld family hlatoriee strongly suggestive of atopy. The 
same pattern Is true of the overwhelming majority of the other ten unreported "SIDS" 
pv^nti ca^s that we have reviewed showing these sbropt, atypical SIDS histories in 
temporal relstlonshlp to DPT. In nur group of twelve surviving encephalopath Ic 
,-Mldren alt have clinical histories of atopy and aaLhma. To date, only part of 
thin group has hsen objectively tested by IgE asssy, selected RAST testing and HLA 
.^termination*. All tented hav* shnwn the presence nf objective stopy* 

In rata Immunised with pertussis vacrine there ncurs a markedly enhanced 
•wperlnsulinemla in response to insulin secrntogogues Huch ss glucose, sul f nnylureas , 
.imJ ".-adrenergic agents <lfl,2/*K Thla action has been show to be a property of JAP. 
The .maet nf thU action In r.,t* Is rapid and Lnng-lrtSting (24). It has been, 
su*grsted that this Induced hyper lnsul inemla may lead to hypoglycemia which then 
•■X itinerates the toxic action of histamine (24). % 

In 197A liannik (2S) demonstrated that normal human infants given standard 
petrosals vaccines showed slight but significant elevstlons In their plssme 
Insulin levels. Thesf chants were dose-related relative to the opacity units of 
th» particular pertussis vaccine given. Their was a minimal effect on the Plasma 
,.l.,...se Invela in thi* wmall eroup of children. The authnr suggested that, "Infanta 
«>>,.. show set lous react i"»s (oJU.wlng pertussis vaccination auffer frnm a failure 
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» * malnt.Hn glucnae. imRfimr i'ti«", ,\pp ropr I .if I y , tho author further auggeated 
i if t».|n po-tqlhlo human cUtTlf.i1 -xpri'** Jn n I* looked for In larger group* nnd 
• ..^ihiH# rmmrrfea wlrh Mph^r np.-idtv unit pertussis vaccines. Cameron (26,27) 

i- ...t tt ..i i iiutltullv liip.lur ip.irltv unlta of the American pertuasls vaccine 
»ivi i «prf»H«H concern i n thr latitude for >i*a.iy limit • act by the PDA for 
"protective unit*". The Amerlran vaccine ia stated to a Ignif icantly differ In 
' •►ih .»f rhf»qp r!i.irnrti«r('ir lr ». r mm Win nMndnrda, 

In n,r nnnproqpertfvr pb.-iir of rhelr 117fl study, Cody, et al (11,12) reported 
.11 .» t.f ,, Keyp , s Hyn-lroim- Mkr" reaction*. Thla 4-month old Infant (NK-1) 

preaentetl In profound shock at tha benlnning of the third day following hie aacond 
np T. The hlood sugar w»* not detectable, the»*e was a lymphocy toeia of 34,000 
with 95% lymphocytes. A plasma insulin was drawn but raaulta are not rsported, 
•'•tl lowing profound chronic hypotension raqulring Dopamine, the child expired 20 
hours after preaantat Ion . Bacterial and viral cultures wera negative. Autopsy 
Hndlnge showed bilateral adrenal hemorrhage, cerabral edema* nacroale and fatty 
Infiltration of the liver. 

Thp second "Reye'a ayndrome-1 Ikp" case (NR-2) reported by the group, wee a 
^-mt>nth old infant who had received his aecond (ale) OPT four houra prior to pre- 
-u'nt.itlon ar an emergency room with a fever of 105. Following cooling measures 
t*ip child was discharged home. Twenty hours after vaccination, the child preaented 
.iiMln to an emergency room wlrh generallted afebrile seizures. The blood sugar 
v.im 1) mgH*. Seizure* were rnntrnlled with IV vallum and glucose. Septic workup 
,m«* iipRnrlvi*. The child wa«* reported in thia atudy na neurological normal baaed 
-n spven H;iv followup. The author, following reading of these two interesting 
rt'.icriona h.m identified two similar clinical caaea . The firat preaented with 
ii'l'nrr* v l0lir « .^jter jjpt with Associated documented hypoglycemia s.-d hyper lnaui inemia* 
m.Ih . ill M is tilivi*, has > hronic poorly controlled aelzurea, spasticity and ra- 
r-lr.'s .-nstodUl hospital rare. The second child wen a ahockllke death 24 houra 
ifrer DPT quite similar to NR-i . Thla caae waa diagnosed clinically at the tine 
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•i|i*r*t"iwit i'i itl..t |i i* .fi /•t*li. mi. ilrtpfii* .M it^H-'it tvf workup. A report on theqp 
• ••• k In pre^Mllnn, in to I •* matter It «hOuld t.e noted that ia«e* of "Reyp's 
.1, i.MBpor.i11v .i«iHnr1ir«Mi with hPT wore notpd In the Arltlah National Chlld- 

m. r i-t '"'v ' : »n-»y (■«>■ 'it-Hir If nt ed in the MSld reports .,f 

, ... t v»m rn . 
*.MAKY : 

Jo .;,.™virv, thn .tii.U-r h -i-mnlil t* explore th.* possibilities that certain 
.... s.uJ.J.-n death event » ihortlv -ifier T)PT adiMnHt rot Inn mnv not only mtntc 
i».ll.ir reports in the natural disease but thnt may have more than * mere temporal 
.-l.ir loiithip. Hy .-Unlffll M"t»rv thry rorreMpond m nnalaKoua reflctlona seen 

tho natural disease state. They have well-known milder analogues In nonfatal 
■HF r«Mi-t loin. Hie hasW research into pertussin nnd its properties would seem 
.» t».tvi» sow! Imp n R n oatahliahed a pathophysiological baBia for such reactions. 
•. ( :i.h ,m<1 reports demonBtr.it in* clinical similarities in human Infants to well- 
.mahlish.M animal remiita have heen reviewed. The author strongly urgea in- 
r...iH..H .iwarrnesR of thp fn.v. Il.i I I ty of a ran^al haals for theae rare reoctlona. 

■ I In L iana should respond promptly to Infanta and children reporting HHE-Uke 
...•otM followliiR DPT. Honlt.irlrtR »'l glumse, Inaulln nnd other acute phase 
r.-i. tants has therapeutic .iMan^tir and epidemloloRlcal advantages. Long term 
5Ii ...F.,I..Ki.-.,l toMowup hi sorb .ase* may be prudent. Cllnlcslly stas^d cases should 

hi a tvjunn and rnrtaln atopic parameters asaeaspd. In extreme presentatlona 
.... o. . vprohepiadinn should Ur considered (In) ai though lt« ant i-Ueroton In 

... ,,..,11,., m MmuMiw. iKt-|.i.i.i.-od i.ncephalopathy in anlmsls appeals to require 
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' 'iri>ut*r>i win |i| In* w#-M I'lulmwl i«> t-nnip li'wient tholr »iau*1 9 *»h In ca«ea 
s . MiV' with well r iJpii rl |nli 1! historlm including flirt* of <«n rect dent virnl 
'''""•"M •» n<l vaccination hlnrorlps. Pertain ancillary inveatigationa uurh as 
■i\ .ml Insulin in rllnliMl ti:ifti<ri sudden drain event* of infants may prnvldp 
w.i i»,,.f . l.irill>.iti»n ol riwvi* t-liiilfMl *>MUmns. Po-il mortem eampl In* for 

.--•it Mi* .•vl.ionre «»f i.»:fH |>li.iir mnrr.(nti must bp drawn In auch a faahlon an 
' wold p'i«ir mortem nrill vtn ("*). 

Spr. j 0 rl Infra 1 pmilpix n in mip nap of rhe current nPT vaccine rolntive 

i- .it,i|.l. luianiH i». stiKp^xi'-'l. All r 1 in It- 1. ins Rhnu I cl l»c» aware of thp current 

■i 1 hc rvpflo. left In ron tra Ind leaf inna followed abroad versus in the United Statea. 

continuing i Mniral research mid th»ia Improved clinical reeducation ai.ould 

restore or reinforce the henel lt-rlsk ratio attending the uae of this potent, 

t>m trover* lal vaccine during a time of high herd Immunity and low natural 

diseas* Incidence. It U further hoped that a model now being developed <23) 

.iwv have potpntlal for acrepnlng both the rurrent whole cell and the newer 

arc llular vaccine now underlining field testing In the United ^tetes. Provisions 

• ontalncd in a rni-enrlv Introduced M.S. Spnat* till, S2117, the Hawk lne-Hatch 

hill fnr rompensatton of vacrlne vlrt lma, if fully Implemented ahould Jo much 



• • rfsiorc «>r maintain the rmif lden« e of parpn^4 arfQ ^hyaj/c iana alike. 



'KeVtn C.J (Jerirfhty, M.D. 



n ' 1 a pipei is -capectful ly dedicated to the Reic init i CwClotoll families of 
"r-'iwop »'iMiiiiy. Vw York. 

Hw author appreciates the technical and emotional support of Constance Cunningham 
• .Tiltfhr v . 
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mow . 



\ .I'.kVAl 

ST DPT 'lANl'F . 
TO DEATH U>t 



\ or &, 



CLINICAL 
HIPTDRY 
<PRI0R TO DPT 

Chronic rhinitis without 
fever, Intolerant of 
■ilk-based formula; good 
he'lth 

tell for gestational 
age; food health, except 
for mild chronic col l<- 



Thriving exceot for 
chroniv; rhlniris with- 
out -ever 4 si 1 Id chr>nle 



HISTORY 
AFTER W 

Somnolent , floppy 
cat-like cry In 
burets 



Excess somrtclene*. 
floppy during entire 
period ; Ter.p. '.01 
shortly aft*r vai.-lne. 

T 102 x ?. di-s; 3ngoim< 
exces i I -e * :^r*»' i-n m o ; 
ai'ted 'V.ru : 



lORUND. 
SIDS 



SIDS 



:>od heiUh 



"IDS 



:,.:'tc.\:. 

_KATH 
NCN-rJIDS 



1») 
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». 12'' davs 
^ days 



2** dd\ * A , " 
N '* N/A 



iood 'lealth 
Good heal t h 
Good Mea 1th 

Good h*4lth 
Good heal th 



Good health; fRI 
rr^olvinji prt^H 
t»» death 
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V a Ign I f ic ar:t r-ru 

No s'--' u n • S.* ^ 

No problems - »c«»- : VK1 SIPS 
? wejVs nrlot to -tenth 

No problems -\ot- after sr*S 
OPf; t'RI 2 weeks prii-r 
t» dwath 

No significant r<n; fKI SIPS 
2 weeks pi tor t .* iearh 

N7A SIfiS 



sin... 
sn«>:; 

post "SI 



SIPS; 
o» »i t V< ! 

post VR! 
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Senator Hawkins. Thank yoji very much, Mrs. Gary, for your 
moving testimony. 

Mr. Kudabeck, would you tell your experience with this prob- 
lem? 

STATEMENT OF STEPHEN L. KUDABECK, JR., HOT SPRINGS, AR 

Mr. Kudabeck. Senator Hawkins and members of the Committee 
on Labor and Human Resources, unlike the other two parents on 
this panel who have had their children either killed or damaged by 
complying with the mandatory vaccination program of their States, 
I don't yet have a vaccine-damaged child and I don't want one. 

My name is Stephen Kudabeck. I reside in Hot Springs, AR. 

My wife and I have six healthy, beautiful children who have 
never been vaccinated for anything, although it is the law in Ar- 
kansas that all parents *hc are not officially recognized as mem- 
bers of the Christian Science Church must have their children vac- 
cinated for seven childhood diseases. My wife and I are not Chris- 
tian Scientists. We do not intend to change our religion just to 
escape the penalties of this heinous law. 

I view this battle not just as a man-to-man-type combat. There 
are two forces involved— th.e forces of good and evil. We have the 
God I worship versus the god of pseudoscience; the god of compul- 
sion versus my God who gave me inalienable rights and responsi- 
bilities to protect my children. 

We have been asked to voluntarily offer our healthy children as 
living sacrifices to a false god. The God I worship demands obedi- 
ence rather than sacrifice. 

I respectfully submit that there are many scientists and physi- 
cians who feel as I do. For some reason unknown to me, not a 
single one of these scientists or doctors has been invited or allowed 
to testify today in opposition to JS. 2117. A partial list of these cou- 
rageous scientists and medical doctors follows: 

No. 1, Dr. Richard de Lon^, professor of biology at Del Mar Col- 
lege, Corpus Christi, TX. I respectfully request that his article in 
Science Digest and his recent letter to me be included as part of 
my written testimony. See my exhibit 4. Please add Dr. de Long's 
latest letter which is enclosed. Thank you. 

Senator Hawkins. Surely. 

[Material supplied for the record follows:] 
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EXHIHIT 4 - 




CHNSTI. TEXAS 78404 



COLLEGE 



DM ARTMENT OF BIOLOGY 



January 18, 1984 



Mr. and Mrs. Stephen Kudabeck 
107 Brandlles Lane 
Hot Springs, AR 71913 

Dear Mr. and Mrs. Kudabeck: 

Thank you for your letter and the enclosed material. 

I am very happy to know that there are people like you who are 
concerned about vaccinations and are Intelligent and courageous enough 
to question their safety* I admire you for your perseverance and courage 
to actively defy the governmental mandates and to seek to obtain your 
fundamental rights. If ! can be of any ehlp to you, please let me know. 

I am well aware of the frustration of trying to educate the govern- 
ment and the medical profession on the subject of vaccines but they refuse 
to be enlightened. I have been trying since i960 to do that, However, 
we should not surrender and should keep fighting against this most dan* 
qerous and dictatorial practice. Everyone should have the right to decide 
whether, or not, something foreign to their bodies should be Introduced 
to their bodies. This 1s especially true 1f that something 1s hazardous 
as many vaccines are. 

I have enclosed some material which shows some of the dangers of 
vaccination. I c*ou1d supply you with more if you wish. 

I hope you will be successful In your tr'jl and, 1f you can, please 
let me know the result. m^ 




Richard de Long 
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EXHIBIT A 



OPPOSING 
COMPULSORY 
IMMUNIZATION 



■y Donna kwfaWct 
Stephen Kudibeck 

ldttor\ Vi»/r 

/V authorx tnd ntntf Arktnsm 
rr*'<fenti mtntnmrtl m this onttft wrrt 
tht wfyert of "Immunization Con- 
f ran it turns in Arh4n.ta\" frv PJ 
V**'. on at t nit m iht Dtx tmbrr t9$J 
taut of Health f-rrtdom \r*t 

Our three whool aer vhildrrn 
*rtt suspended from ■ local 
puhhv uhool disirivi m Arkansas the 
first *r*h in (Kinbn )H\ Our letters 
reqiteilinf exemption (mm vaccina 
Mom »rre denied bv rhe State Depart 
mem cif Health" The suspensions wete 
for breaking thr mix immunization 
la* 

VW *fft m>< charged wtih breaking 
thai law. however We were charged 
with truantv when our children were 
not mowed havk in school The break- 
ing or the one law automatically made 
u\ hreak another, for which wt were 
then charged 

Stephen a*ked for a trial by jurv on 
■hire veparare ftuauons. but this wit 
denied Having to represent himself, he 
qursiioned the Khool principal and 
established in vourt these four points 
U the children were indeed enrolled 
and Jit'tidm* Nvh.Ni]. J> the Atkansa* 
v\h«Hil hid ha r red ihfir entrance. 
t> the vhddim'v rentals had heen 
v ^unvl tried in j sshnol m lilin.tu (it 

pr.ipr.ttn f..i ihr • cJiit.|iii*njl need*" 
Jul in* «n.. nnici .i'M 4i i ihr .hiklrCn 
*rir hf.<ti|r>i' Ni, W •»• l»..t»l ihji J^ v 
•hr {Mm. ,.|.| ,Ur; * »titd Itnl he 

r'" 1 »•«••! *»»1*cp KM'. .'I /».. » 



and fined him $750 plus court com 
and appeal fees. We may now have the 
"privilege" of a trial by jury. 

ALARMING PRECEDENT 

The court, in our cate and limUar 
cases, cited a previous caw that set ,s * 
precedent in thii Matt This cite ca.,*e 
before the Slate Supeett.e Court in 
1964 According to the decision of the 
Cude vi Stan caw. it was v* opinion 
of the court thai a failure tc vaccinate, 
so as to enable a child to attend school, 
was a sufficient basis for finding for 
rwgieci. In that caw the children, kick- 
.ng and tcreaming, were taken a*ay 
t orn the parents and given smallpoa 
«accj nations. 

In the Heard caw (their children at- 
tended the wme schools as ours did), 
the attorney who was substituting for 
our judge droopeJ the charge of 
truancy after a ten day deliberation; he 
said that it was evident that the school 
caused thew children to be truant, not 
the parenis However, in his foui page 
summary, it was his opinion that the 
state will have to go about vaccinating 
by Use aytvpvrtf method of the caw 
Cude vs State and possibly provide a 
leu cumbersome method foe obtaining 
compulsory vaccination by legislative 
enactment For the families involved, 
this was an alarming statement to read 
in the newspaper* 

fc ven more alarming was a summons 
to appear in juvenile court which wai 
received by the Cooks of Pine Bluf* 
The reason cited for being served was 
failure to take care of then child'* 
medical and educational needs- 
C'HIl D NE Cil rH'T 

Although rhev do not want the\r 
voungetl vhild. Douflas. (o have fur 
iher \a%vinanOnf. thew parents literal* 
ly fought to gtt hint m school. The two 
other children had reactions to the v«. 



cines (which caused unnecessary rnedi* 
cal expenses), Douglas had a response 
to the DPT vaccine aa a baby. Four 
doctors, including Or. Mendelsohn, 
agree the he should not have any more 
vaccinations; however, the state epi* 
demtoiogm. Dr. Loefgreo, does nn 
agree with then and. in this state, ha 
word is the final decision on all exemp- 
tions (At the time of the printing of 
this issue, the Cooks were to appear in 
court where it would be decided 
whether Douglas will become a ward of 
the state and be vaccinated.) 
MEDIA COVERAGE 

When we moved from Illinois, Utile 
did »e know what we would be racing. 
The papers have made it front page 
newt. Channel 4, locally, interviewed 
us in our home; channels 4 and 7 were 
allowed in the courtrooms. We are 
finding, however, that the news 
coverage is staying within Arkansas! 

Here in Arkansas recently, Channel 
7 broadcasted two news segments, one 
week apart, dealing with the benefits 
and necessity of having infants and 
children vaccinated against OPT or 
DT, MM* and polio. One segment 
specifically focused on the benefits of 
the mump vaccine, which is not, as yet, 
a mandatory immunization of the 
state. 

The media has given little aitention 
to the flip side of the issue— the risks. 
Information on the risks associated 
with vaccines is scarce here. There hai 
been no publicly given to vaccine- 
related lawsuits anywhere else in the 
U.S. 

VACCINATION 
CONSENT FORM 

Parents are given fotms at the health 
department which they must sign (next 
to each vaccine to be administered). It 
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Ojict «:iu nave read 'he information 
•egardmg me »av.v»ne sou ha*e had 
the chance to **k qjest.ons and your 
questions were angered to tour 
ui.%favi.on li men vtfts thai you 
•mdCrtiand me her.efirs jnj rtvkt and 
•h§i vou 'pq.ieM ' »*eve va» vines he 

(|Vfn '»! »»HII .Hi. J 

Whv are 'hese lorms necessary 
*hen. iio marrr what t»»g decide, 
there are ,mh .hoi.es -tfevina 
lion or prosecution'' What vhoice is 
there* So shots, no whooi 

IX» tM*c forms 'eiease me health 
department, doctoi. ».n.»ol board, 
eu >rom me rrsp.tn.ihility of 
J a gages" 1 

Parents wh« na*e made i he in 
formed decision not to vaccinate their 
, hildren face vrimmal prosecution and 
ulnmatrh *hiid negieu marges 

The mandator* age .if v.hi«j) enrol! 
mem m Vkanvav »s ** The pertussis 
raceme n not required after age \ 
however, there it a la* on i Me books 
ihat states :f a .hild has a sibling who 
hat had an advene rea.i»in 10 ihe per* 
tiivviv whi.h levolted hi a ipigl. perma 
ne»i JivahiUrv men '»ia> .hild it ex 
rtnpt from ihe penussu -acvine. unly 
What a price to pav* It atl boils down 
10 parent* being tnr ed i»» use their 
.hild at a guinea pig 1 ■ tee if ihev are 
that one in a milium .*j».o.v 10 tav 
.mate one .hild to see >f their uther 
mi id ten will he affected 

|\: ORMF.I) DKiSIONS 

Ml .d me families involved n (hit 
•w.ie are ditlereni. vei. mev :.a>e all 
n.a.le *i.iorr.;ed devivionv 

l**t ' .«.»k iJin fv h^. j h..:.w v -.f 
ci.'-.tuv 1.1 v.t. . ne« *el' j* * 
•. ,• .»v *t jitei|<cv 4u.i i.rSn. 

I K e Heard 'amiU h'f-T'^i'v 

inpi..-n. 1 if •hei- . hildien due t«' a 

<>.v'>>rv .»! high »Pve»v4l..1 J-thmj The 
etftipt iint were lev eled and que* 
».ed n .u.jfi jli ei ne'ng itn lite lor 
».e «eai* Tmjn.v .har^es *ere 
it ppei however me hildten aresiiU 

allowed «!i v, 
In another viiuanon. a mu'her i.»l 
•r.c Jjuahicr) -th.fv'ed 'n 'elitfunn 
f 1 jrjv f ven m.Migh a mimvter wrote 
t :evcr i;te*i.nj *o me m.»mer'v hehefs 
•n *»e «un-ed of imm.ini/ai»on meet 
»it'»ii*.p «at •!»' ^ramevt vinve refuv*! 
St .a.. 1 t>e *av n.>" 4 >enei of hiv 
h ,. h I *t in.»ihn jit.! .Ij.ifhiei ate 
-v i.g «ui «■ jie fv.a.i\e vhe it 
a" fid •» *a%:-.| ,Md »»e|levi vhargft. 



*hite her husband vnntinuet to work 
here f hit putt a great hardship on the 
family 

The mou recent luipennon 11 th*t of 
a )<year<otd boy who hai rdiainoied 
liter disorder and an allergy to 
neomycin The father 1* a chiropractor 
and feth thai the thotv would jeopar- 
dise the boy'i health, the uate 
epidemiotogitr once more difajrttt 
They have until the fall of IW9 to ob- 
tain an etemption or thev. too. will be 
reported at truant 

\\ for ourteUei. we have \\% 
beautiful vhildren We ha*e been con- 
cerned with health all of htw Five 
were born at home; all were nursed a 
long time We have done much 
research over the years investigating 
both the benefits and the short -term 
and long-term risks associated with 
v a*.nnet 

On both sides of our family there >s a 
history of serious allergies, including 
allergies to medic (ion and vaccines 
There is also a history of lymphatic 
cancer, asthma, TB and heart disease 
Based on our research, family history 
and personal beliefs, we felt a need for 
vaution— so we made an informed 
decision not to vaccinate the children. 

You may ask if we have attempted to 
contact the state legislators and have 
ihe law changed Some parents did try 
m get the issue on the agenda of the 
last session, fall 191). which lasted 
several *eeks The topic, quite ap- 
propriately, wav education However. 
the> were told by >he governor thai the 
issue would have to wait until the neat 
session convened Meanwhile, more 
students are being suspended 

EXEMPTIONS 

This is the first year that ALL ex- 
emptions are being reviewed, so more 
families could *oon be questioned hy 
the courts There weee 1 J religious and 
21 medical etemptions granted during 
the 1982 n school year, according to 
ihe state epidem'oioeni 

So school is being overlooked in the 
search for unmsmumted children. 
Publicity is focusing on the sensa- 
tionalism of the courtroom scenes and 
suspended children, inste J of search- 
ing for the facts behind ' ie stories 

Edironals. written by some parents, 
applaud the actions of the health 
department and school boards for their 
stand in suspending students who may 
infect then children, children who have 



been vaccinated "by choice " 

In most states, a doctor's recommen- 
datvon is sufficient for an eternpnon— 
not so in Arkansas Al this time, even 
doctor's opinions arc being questioned 
in eourt 

Twentvone states allow for exemp- 
tions based on personal beliefs. In the 
other 29 states, parents are often 
forced into joining a new religion, 
literally hiding or facing criminal pros- 
ecution and publicly fighting in court, 
a most traumatic and expensive ex- 
perience 

SUPPORT SOUGHT 

As mentioned before, most of the 
media coverage n staying within 
Arkansas. Unless we can spread the 
news of these immunif anon confronta- 
tions, parents who object and have no 
choice, may well be swallowed up hy 
the system 

Currently, new vaccines are being 
developed using a smallpox bavc 
Vanou* viruses or genes (from several 
disease-causing viruses through new 
genetic engineering procedures) are 
added to "protect" humans from 
everything under the sun. In view of 
this, the issue may eventually pertain 
not just to children, but to adults and 
the elderly as well Are you ready to 
roll up your sleeve? 

This is an important issue and af- 
fects so many people We hope the 
time never comes when people calmly 
accept things, without question, simply 
because they arc told. "It is for the 
good of all (he people " 

We have compiled a list of lm> 
munttatiOn Information Sources, the 
list follows this article If yon ha^e at 
your disposal research material on the 
DT. MV1R or polio (onmunc) vac- 
cines, or case histories of reactions to 
these vaccines, and are able to send 
them to us, it would be greatly ap- 
preciated Vow help is needed 1 We 
would like to have as much informa- 
tion as possible to share with others 
Mr and Mrs Stephen Kudabeck 
101 Brandiles Lane 
Hot Springs, ^rkansaj f'9\i 
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INFORMATION 
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I Mtfirwr Ra% ,tf lu«| f.,i h.t Jclthfl 4IKM 0»l ihr 
1.1*1 Mindaiortj Immufii/iiKtn UVU Thit .or 

■ r«piift(kntr 1* tot imrndcd m Pmtide v.itnhr» 
miienal Ifl nr%>pk ui neip iKm milt in «n- 
'■»»med dfvitiOfi rrfirdidl irtiniuh./iiiort Pkatf 
Ai.it in * r.irr* { rnt.n a «t DC 440) in 
A.f M Swiff fill ( rd«i Raptdv. |A 12402. 

.a» Mlb) Vfl 4221 Pita* 1*11*1 hit officf 
tot tOV 

DaMfjtf «f (MB#okAO lA f illolt— j; Hwm t« 
4.*oii TWm im0h A FkHtfa aiiorney h«t 
•ntiffl ihit ntm hookki *h^h pro*K|m rity 10 
undtrttind d>rfcno«t lor pArmit «Ho do no< 

■ ith 10 hi«t ih«ir <hiMrfn »KcinA|ad Tilt 
bootltt it itAiioNt ihroufh Family Funnt 
tnitipttm. Inc. PO lot 14)1. Ne* Port 
RKhtt. M DM2 for |t 00 

fit AA Kih io Najotaj KtAttfo 4*riH>. hw 
Thu ,w|an.l«.on it WnUrt m iht promotion 
of httlih a Ad AAiufW l.Y.nj n4J«n*t«t TW 
h4*t itwtich rtwitfiil And othtf .mtrttiiiif in. 
for mil ton |*ail*Nt 0*1 iht tUbjtCi of vtttiftfi 
Mttnbtftliip , n im iocki* i» IIOOO PVam bt 
wit io mt*Hion ihAf roy votild hit 10 rtctivt iht 
info* mihOfi rcfArdiRf immvnitAtiont Wt tit to- 
444 Iroo4li«n Av| . IndftpOfl. (*T 04404. 
120)) W4-42^» 



LfcARN THE FACTS 

Ttw NiHoiial HMHh FMtortHon 
tMt pnpifN «n rmmuntntron 
KM In it tpim lo niifMfPwo r> 
Q4M«tt. ThU kH #Mla with 

SOfflOOl tiOCrfMllilJfl SK#fV|fMl0lb9i 

oowpwii#f¥ kwibajnlntrOMp your 
rtgM torofwoi rfflfiMnUaHofi In 
rnfoffioHonol Ira volt • ropoct on 
inot fo oHfonoM of w vowtoo voo* 
dno, and tha Oanoora of vac- 
oMotion. To roooHps a oooy of 
tMa lift. oon4 11.00, wMoh K> 
clwdat poataoa and han4tlna> lo 
NHP. PO to X Ola, Monrovia, CA 
•lOlt, or call (tit) 367*2111. 
VISA and Maitar Card aoeapfod. 
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EXHIBIT 1 



tome Individuals »r i .it egur lea t .f Injured 1 mil v 1 du.i Is , md nut others. DHHS has 
not UiuH a rlrar si itenent that explslna ItH irlterla fur deriding wh$n to 
.»llnw suae claims fur fumpensat Inn and not others. 

.In trying to rr.nlv* the Issue of respona I hi 1 1 ty for the consequences of 
■mn-negl igent 1 v • in o-^ unavoidable vaccine Injuries, the key question arising 
out of the hwI in- i In i K|'vrii»nn» would thuH appear t<- Should the Government 

r-mpi">H,Ut Injured v in- litres , and, tf so, on what grounds? A dear delineation 
»if tht valnat I vr i Miorl.i under lying any recngn 1 1 I on h.v tUv (lover nmcnt uf in * 
nMlv.it Ion to pr.'.»v|ili« vaerlne Injury rompensat ton Is .in riHentl.il dement of a 
* rnmpeus.it ton pf •!<■ ram* It 1 a nercsn.try 1 n orde r to ho ahl^ to assure thoae who 
I r> * <>< ri yfj fr n ',C'.W |, ' IM lf l°"i thorn* wno ore denied It, .ind xhv pub Mr at large, that 
« o woj • m •< . »_t_lon^ de i l -t t ■ ' n h h.ivi» hern made f.ilrlv rather thin capriciously* J^J^J^ 
ibtm^ lX \ jA m 1 T 1 0 S ^J* * Ifiri rniVinaillLjL^^I . ■ "'t'-w fi JuMlnat^a ple tKo r a 

s % 

-f^J^V'Uom^nir^i »iv il t.1 c I l1n ^J^J^ B jijJB8JiflWiUW > n,,< * n ' ** 1H ronv.om critics of 
the swine flu i <wi-i"i ..it 1 «»n prngram compared It to .i lofterv. If this wss thi* 
puhl1«- perception .-t tin* program, then It Is understandable that the prngrom 
Mght have tended tn at i r- ut "gnmh I*. rs" who viewed themselves as having *t least 
an outside rh.inre t»» p\\n And nothing to lose by tiling claims for compensation* 

In the nhspiiic uf a compensst ion system, OHHS Is mire ur less locked Into 
developing a legal -lefense around fulfillment of the "duty tn warn," There Is 

• n f.»r roncern, »...w.-ver, that this defense mav not survive court challenges* 

first, is a pnntlial natter, the "duty to warn" wty imt be satisfactorily 
discharged In ma » . tmmuul rat Ion program*. A recent iIAjU Report tends to support 
rhtH • .mtent 1 mi, • A" found that many vai rlnees ur parents of vacrlneea have 
pt<»hli-ms reading ,\\u\ understanding the turns: 

Pvi'it though vo*. luecM ar«* required to ilun the I of n rma t lun statements or an 
4i . nnpanyl ng i:srd. wi» tibserved, loci I off 1r Mis told us, and a CDC study ahowed 
r h 1 1 t M > t m 1 1 al var >' I nee « mav not read nr unde rs t and t In* significance of the 
statements. Pnaslhle ■•xplan.it long l ,, t this are (1) app.irent public dl»|nter*»t 
In the i-ontent of the f<»r««, (I) Inadequate attempts Hv service providers to 
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IMPORTANT INFORMATION . Wt » ff I 
ABOUT MEASLES, MUMPS, AND RUBELLA 
AND MEASLES, MUMPS. AND RUBELLA VACCINES 



WHAT IS MEASLf »* Mcatfct * ihf moot term* of the 
.i.mmon v*ildhoo4 diaeetti UtueJIy m cMtti a raeh. high 
i*«tf vovgh. runny note, and watery lyei letting I to 2 
•eck« *»me limn n n mere ttnout * cow** m tu tnlK* 
•i.mi of pneumonic m noerly | out o( 10 children «ho get ti 
*p»ronmwtiv I child ovi of every 1.000 *ho pti miwiw 
hot mi •nflemmaiton of tM grain (enceoheJiittl This cm 
icjJ <o vonvulMoflft. dtefnttt. ot menial roiardetron A tout 
'.mijren. never, io.OOO *ho get m«miet dw from ■« Mil 
««% can «iio viuk i r*igntm tomm io hove i mrtcarntnt 
v »i give tin* io I premature toby 

■cinrc mi met vaccine ihoti •ere ivtiieok. there were 
nunjf eat of inouumii of cam and Hundred* of deaths etch 
•eor Norl) *}l children poi meeelc* by ihe umc ihey were 
1 • Sn« •<d« um n( me atltt vaccine Km n««rly tit m mated 
-ntnict »om ihe t-nned *«et However. if children are noi 
• jccinited thf* havt a high nth or tailing moult*, tilhtr 
".i* or Jaifjphft 

HHAT 15 MUMPS? Mumpe * 4 common diteett of 
.HiMrtn I mellv n cautttfevtr, headacHe, and inflammation 
•( >nt ulnar* g'*n<ji. »h K h ctutet ihe checkt 10 swell 
\,.m«i.m«, .t >i mprc stnout h vauMi a mild iMUm motion 
U ih f .uvcnnpi of iho tmn and ifftntJ cord imentngittt) tn ' 
jft.jut I vhild in htf) 10 who |li ii Mort nrt ty, 11 can rtme 
•rilammaiion ni 104 tr*n it*cea4«aMrt) which usually goat 
■ *•» •■ih. IW i i««*.n| pcrminini J«m«|* Mump* can *l«o 
<vte lejint«» S6»>ui l nui of ivify 4 adotctcent or eduii 
*<n «hu |li mump* dOvllooi p*nlul inflammation and 
t*tn.fl| (if iht tMhcioi While <hi« condition usually goet 
I* ji. »tn >«rt occ«Moni u mar hum sterility 

rtfi»ic «rwmpt »*4imt %ho* 1 *«r« av«ilaMo. then *«rt 
■i«e t>jn 1*0 000 vases each yeer No* hectute 01 th# 
* le -jvc ■*! mum pi v**.\int ih« number of case* of mump* 



it much lower Hovovti, If dnWrtu tn net rarxinwad, \tof 
have 1 hi^h nrt of totiuii mwppi. 

WHAT IS ID SELLA t RyOtK* i» alio coMo4 Owmt* 
mootftt ■ 11 1 common «o»aat of chOaVtn and mty Um 
affKiadulii UauaUy 11 » v«ry mOd and oouoa* « ataM ftm. 
ran. and iwoMmg of Honda m iM rate*. 7*0 taAM km 
aooui 1 dayt Vj m H tm U, lOOWry id tduM «ajMf«, thdfd 
may to «%tHinf and tdwig ^ iho jmma for 1 wooA Of m 
Viry roroty, rt»MU con couoo «AantnMion of iho Wm 
< c fKtfhoiH N ) of out* a Mjmptftty ilndim dawrdof 
(oyiomil 

Tnt mo* to nowi pfoMoni nttH ruDoSo m lk« af • pripiim 
woman |tia imi d.toott, ihort M«tond dunco ihot fSt ouy 
havt a mrocarnofd of iom iho ooAt H oofn rr1||IU 
Wind, or wrih other dtfocti Thd MM Mf rooodo ooMomar. ii 
iho Umiod Stotoo «oa m I HA Sir a mi af ihoi HlliJoL 
iooui 29.000 chHdrtn vtrt horn Mk torio«« rrillinu ouch 
u hoort defocu. dtofnaoj. MMdnooi. or aomoJ rourdottoo 
hocouos ihoir mot Hon hod rwotM «Vm« iho 



Soforo rtiboHt vocont thotl won o*oJloMo. rvoofco «ot 00 
common that modi crnldron got iho dojcoot hy iht ihot (hoy 
•oft 15. r^n, otctuot of iM o^ cm t/ njMt vtcctiit. 
iho nufdttr of ctato of rutoNo A much lo*or. Hootm. If 
chtWrtn art not vtccmoitd. ihty htvo a Mth ria* af oMimg 
ruhtllo and ooaolNy oxoooini a attptont torn 10 iht 
ditooic tf an unvoccmoitd woman Utor hooomoo tftononi 
tnd cotchtt ruoollo. tho may ho«t 1 dtfodi vt hohy. 

Since rub* I • t» 4 mild timed, many women of chttdoomg 
af* Jo not recoil if they hod ruottlo at e chtld a tamp** Mood 
lew con thoo whether a aorton n immune 10 ruottlo or O not 
pfotcciod i#«nai the dittojt OveroM. teout one it five 
women of childbeonnt tot it not arot acted teointi rutotU. 



Please read this carefully 



MMR3/1/M 
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MMSUS. MUMPS. AND ttUtLA VACClNEV Iht 
vi»,virv« ere gi»en bf injection Mtd are very effective Ninety 
pervem or mote ^ people who ge< lh « *h<* "til have 
pi l >.e»i.i>n probably Inr ufe Sirvca proiemon 
!■» .«tui .1 'he vKcmM era given tery cany m life. "hew >ac 
■>•»« >hnuHI be gi»en <o vhildrtn aftei ■ heir first linMliv 
A-isiet vauine »hou"d *c gi»en «i I s muniht of if* or 

■ i.ler Meeeiet mumpn and rubella *e\»inet can *t given 
mf «i i nine m in j nmbtned »ium( 'mt*U*i rubella 
MM meatus-mumps i^beiie IMMH!) h» « .ingle ihoi If 
ncv *»e 4iven n urmhinTd vhont. *h*y ♦H««u»0 be given «i 

- * m./ruhl of t%9 or -ii||e< 

r *nem vevo^menj in* adotevienit and eduire -especially 
*i.itten ,if ihiidbeanng age -who are *»ot known 10 be 
mmanc in rubplli mould receive fubefla vacant Ur MM* 
) h t > might atso be weteptibat 10 mettle* of mump*) 
* >mM should nut receive 'be **o* -I 'Nr ire pffpnenl ot 
•n.ght ^ci.me pregnant wunin ) month* There it no mown 
rtu n teirg ••tvn«ieu i|iinn any or All thice of these du 
'i r»« *re already immune m in* M tnem 

rossi.it sidi effects from the vaccines. 

u i 1 .ivii ol e**rv vnildrrn will gc> 1 raeh or SI19M fe*er 
4vi>n| ior 1 few dm. 1 ot 2 *eeka aliei getting meaefet 
. «...n« Occasionally there n mihj swelling or ihe salivary 
gjji.d« slier rfluntpt »aiuna4ion 

mm) V i 1 .mi .4 e*er T 1 ibildren »bo get rubella vaccina will 
jf 4 iuh ir *nme i«ellmg ■»! ' h « gltmls of ihf neck I or 2 
mtwh\ jltei ihe shm vtM>ui I lhji of e*try 20 children who 
if -whe'-a »*wine anil have tome aching or swelling of the 
■1 i-m Ihii n«av happen anywhere from 10 »ctM after ihe 
% hiH 1- •ni».*.iiM«» %dnii* «e mofp tiktly 

■ „ i»»fie proMf^t •'■»• ineit H«nM-n man? « I m 4 
•««» inem ilihti iemp*>r«iy *iJe eife.n \u\h a» p*m. 

i...iiM>^i or 1. rtgl.nl .« 'he hanj* and 'en hi»e i'io ck 

«« •!<■•! hu are *er» iinvom m«n 

^.i''.>u|h eiot'M are ture .«te<m*ihai r^v 'enr/^ >hild 
ten •mi ffi >he>e vKtinci mo h«*e a more «4f>ouk 
oj.' i n. web Jt •nnimmiiior of ihe brain :en<eph*lu»»i. 



Wnh 



iih ^mi ot dru>. there it a e^btlmrihWal^ of 



WAtNlHC-SOME rEtSONK IHOULD AW TAKE 
THESE VACCINES WITHOUT CHECKING WITH A 
DOCTOft: 

e \nyone who 11 tick n|hi now wiin tnmetnini more ten- 
•tut than avoid 

e Anyone whu he4 an allergic reacnon 10 eeim| cut 10 ven- 
-,ya thai m required medicel (reet*neni 'docl not aopJy 10 
luhetla »e«.<inci 
e Anrone wtih vancar leukemia or lymphoma 
e Anyone wiih « diieaae mat lowen ih t body'i retutance 10 
infeciidn 

e Anyone taking a drvi ihai lowin ihe body » retutance 10 
infection ivuth a« cortitone. predmione or ctnam an- 
iicancerdrupj 

e An>one whu hae received a gamma globulin dmrnune 

glnhutin 1 *uhrn ihe preceding ) mimiht 
• Anyone who had in allert'C reaciion 10 an aniibiotic 

.••led neomycin to tenova thai it required mtdtca) 

ircaimtni 

fElGN ASCYr Meastlt. mumpt. and rubella vaccinet are 
not known 10 caute ftpeciaJ problem* for pregnant eomen or 
iheif unborn beetet However, doctors usually avoid giving 
any drugs or vaccine* 10 prtgpeflt women unlets there >% a 
tpeviflc need To be tefe. pregnani eomtn should not get 
ihete vaccmei A woman who ge ( * my of thfte vaccine* 
should wait i months before getting pregnant 

Vaccinating a child whose mother >s pregnan is not danger- 
out >o the pregnancy 

QLESTIONS: If you nave any euetuont about mtaafei. 
mumpt. nr rubella vaccinatio-*>. pteate atk us now or (all 
VH>r doctor or health department before you sign ihts form 



h 

£3 



REACTIONS: if the person *ho rgicivcd the vaccine 
tuk ind >ititt 4 dovior. hospital, or clinic in the 4 •eeki afif 1 
vhtmanon please report u 10 

— ? - 



/ 



. mvuUmni *n » fever or nerve dcafnets 

PI F VSE KEEP THIS ^JOJJHI I^TOi M *TION SH t IJ fOEJfOt R « ECOE DS 
'An u>*m jnew mrttiti mump\ an J ntWb a*J meath-i m t mpi 




mif ot m rati ft mumprSZTivwia 



~m I jf ew'i/'-:etf '6 make "»n 



Q\U .'. i Qlf/irfirt DAi.nfto QKttatfn H*Wv O^frttAM Ktumpx RuW MMPl 3/1/13 



INFORMATION ON PERSON TO RECEIVE VACCINE IPI««t« Frmtl 



1 jit Sims 
>ddre»t 



Flrti Nome Ml 



Sirihdete 



Couniv 



State 



Cit, 

' X _ _ _ _^ 

5iqr ttu»a or jwreon to etc ewe wtccine or person 
e«t*heeiied ic meae the rea 



Zip 



Dete 



FOR CLINIC USE 



Clmic Went. 



Oete Vaccinated 



Menuftctur an end lot No 



flleot injection 



FOR DATA PROCESSING USE ONLY (OPTIONAL) 



ACC1NE HISTORY 
DTP 



D PLACE CHECK IN BOX IF HISTORY PREVIOUSLY SUBMITTED 

MUMP1- 

m/d/yr 
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IMPORTANT INFORMATION ABOUT EXUlBlT 2A 

DIPHTHERIA, TETANUS* AND PERTUSSIS 

AND DTP. DT, AND Td VACCINES 
Ptms$9 rmtd this csffut/y 



* HAT IS DIPHTME1IA* l>emhir.| .| e very seriou* d.» 
«4M *hKh can AfTtci people «n different wiyt h cm mum *n 
mftctiofl m iht ism end ihroet which ctn interfere *itn 
brcoihin| U can aiso mum an infection of mi urn lonte* 
limit >i cauees heart future or y«/»J)rx« Aboyi I person out 
of i>ery 10 oho i«< diphihene dtec of « 

• MAT IS TITAN US? Tetenue. ck u*m»< tsults when 
*ouM» sre infected wiih iltanue becicna. *Ktcti «re ofitn 
lound in diri Tht eecierte in the uound moke t eceion 
*hich couacs the muscle* of int body to |o mio tossm Four 
oui of every 10 persons whofetietenusdie of»i. 

WHAT IS PERTUSSIS? Pertueste. or whoop>n| cemnri. 
til*** severe teem of cou|K*«f whKh can mitrftrt *nh 
<Min$. drinking, end pr«Mhmg, In iht Untied SlOtee. more 
in*n 75 percent of reported ptrtueaie cieei occur in children 
younger ihen 5 reen ■brtuews is t more terious di aeeoo m 
>uung children end mort than half of iht children reported 
10 htvt psnueets irt "oeptiehted In recent yeers, aft average 
of I '00 ceeee of eertueoiS htvt been reported eech »aar in 
•nt Umifd lints Comphc*iton% occur m • wbtisntiai ere* 
poftion of reported tim Pneumonic occur* in ont of every 
rour children with pcffueete For i*efy 1 .600 reported pertue* 
ut C4«vi *0 develop von vuhuont end 4 develop infUmmeiion 



OTP Sfl/gl 

of iht brtm In recent 'eers, enevere#eof ninedeethsdueio 
otriusctl occurred tech jeer 

SefofO veccinee oere deveJopod. iheee threw dumee were 
ell very common and ceuwed e large number of deaths each 
yeer m the Untied States If children are not vaccinated, iht 
nsh of selling iheeedimiM outgo beet up ajmn. 



DTP. DT. AND Td VACClNtti immunisation with OTP 
vaccine 11 one of 1 he teat weyt to prevent those tTrum 
DTP vaccina n actually three veoswtee te e nwrn ed into one 
shot 10 mate 11 teeter le act protection. The veconc fe dm 
by injection Martini aerie in infancy Several Me ere 
needed 10 se< eooo orotectMMi. feung ch il dr e n should pat 
three dooos in the first yeer of Hfc end e reortfrooeo at about 
II monthe of ape. a booster shot hi important for toil dr in 
who are about t0 enter school, and efcoutt bo given between 
ihoir fourth ene levonih fcnhdoyi The vesting is very effec 
uve et preventing tetanus -ever 05 p^rceot of iheee oho pat 
the vacctne are protected if the rocommondod number of 
♦hots is given Although the diphtheria and port use* porta of 
the vaccine are not ouite ea effective, they stirl or event most 
children from |Otiin| 1 daseaol and ihey moke ihe disosos . 
milder for those whodoget 11 



MEASE READ OTHER SIDE) 
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McaMO aoflMaia « rto* iff cmkioh <w M»ara ia oidar 
cauldron. iMm * MOTofaMairfotMrinooldtataiMtana 
ihM 4om ao* contain im pojiumu yon Aim. Nmm rM*> 
iiom 10 in* diafttMna atrf of IM nMM way a* morn 
tommon m oidor cmldran. iHom T rort of a#a and atdnr 
mould iota • form of iM vaccina iMt Not j lowor concontra> 
i.m of iM maftiMna ma Thit vkciM «tucti coniami no 
*fiuaata nan and i io»ar conconiraiMn of ino diohiMna 
fvi >i coUod Td moom looattra «tm iM Td vaccina «nouM 
M rOCOJMd a vary lOyoortiftTOutMut lift 

Ik addition, mao cftiUroo o*a> an toot iM T yoa* of aoa 
and mm rtoa j roM y ca l d n irdlr t aroM Mm M4 • M n a w a 
rMciMA to prtwoM DTP moik aMulO not racotM MrtuaOM 
fKom A ompmohoh caUod DT vNom 4 aMilatta Tor 
i hpm wtMcfi doot not contain iHo aajftutoai port. 

rut UiuiM Sum PuM* HaoMn Samoa if* tM American 
Aiadamy of Ptditfrxi racomntond DTP Medina M uaod w 
childron up lo ' MOT Of 4* — Im i*0> MM Md fl WiM 
rMCtlOO io aorttar won Of Ultrl • nouraJofK 0Hnrd,ai 

roMiiu tiDK i mm from mi vaccins: 

Wrii* DTP Motion, mom c w ld fo n mil Mm * aMfrw fivt r and 
M lrntnMa •hWo 2 OtM oJW oatun| IM tMt Ona hUf Of 
chiidian doMtop mum ■aronaaa and ioo W o§ io iM mi 
■nara iM oo* |»mo Mora www aujo aflactt can 
«c«r A lamao/atura a/oatar iMo i02*F may follow I oo* of 
10 OTP moll Con wJawna of tModii of nmonojs and MM* 
mm may aac* occur iftoi I m a»ory I .'JO thou UmMwoi. 
"•a* atuftad crjnni may occur ofitr I m a vary 1.000 Ml 



iaralv. aotfwi onca fri «Mrr 1 10.000 thou. mfUmmaiiwi of 
iha »ra>n (trKiMOJurt) may occur and aomtanani orotn 
damaao may occur a tout anca in «Mry J 10.000 tnota *dt 
a/Tacit from DT or Td vaccina ora not common and uiually 
conwtl only of Mranaaaond tliofti f*Mr 

WARNING— SOM( PCISONS SHOULD NOT TAKt 
THUI VACCINES WITHOUT CHICKING WITH A 
DOCTOaV 

• Anyona who it wet nfhi ooo «tih ♦omtihma, mora 

atnooaiMn icoM 
0 Anyona »no nM no i convulsion or oihar ptoal i mt 

of iM ntrvou* tytiam 
o Anyona who Mi had ■ Mnoua rMdion io DTP anot« 

Mfora. luth m a lamMmura of I0S V F or |ratiar. ■ 

conwJvon: an aa«Mn> of iimonaM and aotanaai. 

unusual htfn.otwMd crymi. or innammation of iM 

a ram (ancaoMntK) 

QUESTIONS: If you MM any oMOiiont atovt OiohtMna. 
laionui. or MfiuotM or DTP. DT. or J6 voctirutton. ataoM 
am ua no« or^catt your doctor or Maith dapanmani aarora 
you om ihH form 



I < ACT IONS: tf iM oaraon oho MMiMd iM 
neat and vmis a doctor, noaoiiaJ. or dime in iha 
vaco nai ion. okaM rotort n to: 



MMlna fata. I . 
4«ooluafiar I 



PUlASt UKP TMtS PART OP TW M FORMATION SHUT FOR YOUR RECORD! 



/ *o»r >Md (*# mf**m+* m <*h ftm aoour 1000m. mi omMM 004 OTP. DT. a*d 74 tacrwra. / Mm 
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IMPORTANT INFORMATION ABOUT 
POLIO AN#ORAL POLIO VACCINE 
Please read this carefully 



WHAT II POLIO? folio K « nrtd Oueoto ih* may cum 
permanent cnpolifte (p* *!**■) and occmmiiy death. 
Thtrt uetd 10 be ihoi wt nde of cam *nd hundred* of dtotht 
(torn pot* every »eer mi the um<ed hwn hew of it* 
«»dot#rtod un of polio vactfnoa. M co wa eve*Jeoie 
hegmnMig m 4ht midiWi. polio *auao hot needy bttn 
tiMWiMiM Tram iht Untied State* AJthougp. itoueonda of 
(MM cOMmut it occur toe* yter in iht ran of iht world, id 
iht United Sitttt iunnf the pea J rear* iMft h#vt been 
only hf tttae of polio roporied. to tvtrogo Of I) coot} Mr 
yttr Our tweet* m pro vent in $ iht tort* of wfM pot* vtrwt 
hot Mtn to ami ihoi -stool of cht rtctw ctoti 
< appro" met at y mne ft year) have reeoiiad from I ho rtrt 
woo cfTtcti of ocot polio vKtino (tot Mo* » lecauca of ihia 
feci tome 0000*4 * . re eaied *hy »e thould com in we to uoe 
polio •Kont The naoo* it ihoi. tvtn though ot mty n* 
Rtrt much wild peto virut ipropdMi| Htro now. ihtro n to 
much of ii m iht row of tot »orW ihei there if t great rttfc of 
•it Mini reeoieoliehed if our children trt no* vecaneied 



OlAL UVC POLIO VACCINE: Ifflmunuotton with ortl 
hvt polio vacant lOPV) n ont of it* ottl wayi io prevem 
pni.a It it |iv»n a, mouih mmng m ttrfy mftney Stvcrtl 
dotes trt n eede d io provide good pr auction Young children 
mould gsi too or mort dottt m >he firei year of u(t tnd 
another toot »t tbogi II month* of •ft An addition* toot 
>t .mpon»ni for children when thty tnitr trhooJ of when 

ff LEASE HEAD OTHER, SIDE; 



inert it • hi|h ntk of oono. rot eatmpte. dunn| en epidemic 
* »hon i reveling to t Hoot when polio « com mon Tn • v ec~ 
cine it ttty 10 loko tnd » offtctivt mi preventing iht oprtod 
of polio Uover fOpftconi of people, OPV»vet proteaLon 
for t long umt. probe** for Kft. oootoeo OPV vtruecc hvt 
for t nme mi iht iMMMitJ. iron of iht ptnon who it 
vKonoitd. tomt of iht virotet pool in iht otooJ tod aon 
toned from iht vtoomtttd potto*, to Utoet w dote eon tea 
(usually tk wjt thoM mom eon). Vm may beep to immunut 
lottt poreoni and « one of At advantage* of OPV Tnt Im- 
muni mi ion Practice* Advitory CommUito of iht Puttie 
Mtaiih Strvict and iht Amofkoo Academy of peditirta 
rtcommond oral live polio vacant at iht preferred poke vac 
anc for people upioiht l*n wnhdty 

powiiu not tmm rtoM the vaccina 

OPV my rarely (once in too* every 11 mdHon dottt of 
OPV attributed) cnotee aorajyitc pojio m iht ptnon w*o it 
vaccinated The not mty to attahtiy ht«h«r in adoht torng 
vacanoitd and woMtnuatly hahor in aartone enih tonorm al- 
ly low rtMienca io tnfeaion Alto vtry rarely (onct m ahoui 
tnry $ miihon doata of OPV ditinouitd] aortlyiK polio mey 
develop in t ctoet con i act of a rtctntly vaodnaitd Nfton 
Even though iheto nakt are vtry low, ihty ihouW be 
recognised The nek of ode effect i from iht vacant muii be 
byaneto ag*nai iht ntk of iht drtceot. both now and in iht 
future. 
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PREGNANCY: Poim rKvme espe'is dn not ihink oral 
pono vaccine vin cause special problems ".or pregnant women 
or Kit unborn babies However, doctors usually jvotd 
gi^nj any drugs or vaccines 10 pregnant women unievs ihere 
.1 i »peciiW need Pregnant women should check with a 
douor before mung urai polio vaccine 

WARN INC, -SOME PERSONS SHOULD NOT TAKE 
-ORAL POLIO VACCINE WITHOUT CHECKING 
WITH A DOCTOR: 

• Anyone with cancer, leukemia, or lymphoma 

• Anyone with a disease i hit lower* iht body'* remiance 
10 infection 

• Anyone taking a i njg that lowers the body * resistance 
io infection, such as cortisone or prednisone 

e Anyone who nvcs m the same household wuh anyone 
mi > has onr of the conditions luted above 

• Anyone «io is tick n l hl now •nh someming more 
serious than a cold Jf 

e pregnant women * 
e Mim persons «ge 11 aod older beta jr. adults have a 
nightly bigger o( developing paralysis fiom oral 
polio vaccine than children (However, if. the risk of 
polio is increased-es may occur, for eaamPle. when 
ihere "S an outbreak in your community-most poho ex- 
perts /commend that unprotected persons receive 
■■rai polio vaccine regardless of age ) 

NlfTF OS INJE( TAtl.F iMLI.FDJ POLIO VAtCINt: 
Heroes ih« poho »*.ttnc t()Pv ■ there is jI*q a killed 
p.ihi, vaviine iipvi gi%tn by inieumn which protects against 



potto alter veverai shots This killed poho vaccine has no 
known nsk of causing paralytic poho Because OPv may pro- 
vide iifetrme protection, seems to provide stronger immunity 
in the intestinal trtci (there infection first occurs), is Simpler • 
io ad rummer, and is more effective in preventing the spread 
of polio virus than |pV. most polio experts ieel that oral vac- 
vine it more ellecnve for controlling poho in the United 
States Injectable polio vaccine is recommended for persons 
needing polio vaccination who have low resistance to serious 
infections or who h\e with persons with low resistance to 
verious infections may also be recommended for pre»iouS« 
ly un vaccinated adults who pUn io travel to a place where 
polio is common or for previously unvaecinated adults 
whose children are to be vaccinated with OPV It n not 
widely used m this country at ihe present time, but it is 
available If you would like to know more about this iyp< of 
polio vaccine, or w»h io receive this vaccine, please ask us 

QUESTIONS: If you have any 4uesnons about poho or 
poho vaccination, picas* ask us now or call your doctor or 
health department before you sigh this form 

REACTIONS: If ihe person who received Ihe vaccine gets 
nek and visits a doctor, hospital, or chr.iC >n the 4 weeks after 
vaccination please report it io 
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EXHIBIT 3 



PARENTS' 

GUIDE 

TO 

CHILDHOOD 
IMMUNIZATION 

• MEASLES 

• POLIO 

• RUBELLA (Gtrman Mtatlti) 

• MUMPS 

• DIPHTHERIA 

• PERTUSSIS (Whooping Cough) 

• TETANUS 



US DEPARTMENT OF HEALTH. EDUCATION, 
AND WELFARE 
Pubfcc H#*Hh Wf vtc« 



A WORD tO PAttf NtS 




mill] .1 -.liijht 
.1 null] r.r.h • 
Hul on '«l'C 



.1 . 1 1,11 1 l>1 Uh'H 1 ■ ■ ill If 10 MUlHuMl/J 

lions 

I iM* mosl ini'iln 
v.ircmi*^ t.in t.i«i 

TfifSC .IT USil.ltl*, 
li'Vl'l .1 b"H* .1*111 

.u id u' bm.'l Jin. tin 

occasion ihey we bi ruus . whicTTij 
*shy vaccines showUI be given only 
by phyhici.M*$ (>■ iilhtfi qu.ilidcd 

IllMllll pi utfjSiOH.ll'j 

The Public Mc.ilMi Service and 
II iu ov6' wMiHininf) ma-O'iiy ol meuV 
r.il expo lb in ihib Country .md 
.itxo.id believe th.ii the benefit ol 
complete niiiiUiHi/.itioii l.ir oul 
*eigh the nsks The Service biiuny- 
■y ri^conwnt'iiilb ih.it .ill hc.illliy t»iiil« 
dicn be iriimuittii d against ail ol 
It it' vaCCmi- pirvi'iit.iUle childhood 
diseases Aiu y.nii children l ■ illy 
pitilecleiV- 0 II not. Ali.it bhuuld yuu 
do abcul ii* 

Thi> d'-CiSmn In hup ynui cM- 
dien v'acciiuit'd is yo ms. .ilo ij V'. to 
make The pu'po-.. 1 u. ihis bm>kM. 
which disiubScb tin* thiin]-. you 
slinuld kuuw ■lUuul ii*veii d.in.ji r 
ouS dise.ibeb and ll ■■ • vacaturs thai 
can pi went Ihi-m ts Id hnlp yi»o 
in.lke that diMi'i-ni un the babis 
o' ad. u»ali» iiiUtim.i tinn - 
ihe 
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"■get 

There are many doctors, Ph.D.'a, biocheflMta , and other bonafide, 




medical scientists who have not had the opportunity to address the 



distinguished members of this committee; they have, nevertheless, 



done much research and investigation infco the benefits and risks 



of vaccines, as well as the potential for latent effects* Following 



are just a few of the many quotes regarding vaccines that should be 



acknowledged and perhaps pondered upon, for these findings, too, can • 



greatly affect the lives of our children and those of. future gencrationa. 
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GENETIC MANIPULATION 



Bui an even greater threat exisu to 
mankind from the use of vaccines. . .a 
threat that dwarfs even such problems 
as brain damage and crippling 
paralysis It la the poieniial genetic 
damage and harm to the future of 
mankind that could resuh from the use 
of vaccines Dr Richard DeLong, Pro- 
fessor of B<o»ogy at Del Mar College In 
Corpus Chnsti, Texas summarued his 
research m a lener which appeared in 
St.encr News. July 31, 1976 

there ore dangers, gteue to the. 
dilute of mankind which hove been im- 
fused inadvertently by entirely uncon- 
trolled genetic manipulation during rhe 
'aw fifteen yeon) Of tO TYiiS unconfro//- 
t J gen*Uc n.c'tpulat.on i% tht matt ad 
mimsirOIron of attenuated vital vac- 
cine* to animal and human popula- 
tion Attenuated voccint" viruses ore 
infectious, there/ore rhey infect rhe 
rectp#ntt' cefls and con do so in o 
number of ways Attenuated vaccine 
cruses hove the potential oho to be 
ttantmttted vertically and these vttutet 
then, could be inherited through 
generation* Some of tht gene* o/rhese 
ui'uies moy become integrated u/ith 
the genome* of the recipients The 
damage that could resu/i m the future 
f'om such uncontrolled generic 
mot ipuiation could be incredible Tha 

i\ t.t joy nothing whatever of the other 1 

(*•!< ntial danger* the vaccine rri-fnent 

rriw\i bear as the result of other q-fxeu 

of vaccine viral mftctiom such as 

muiniioni. cfoamcnomal abenatton*. 

bnih defect*, cancer, and revision to 

i 'wVnce " 
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MEDICINE 




Vaccinia virus, left, and Adenovirus, right, magnified thousands of times hert, are live 
viruses used in vaccinations or In tests. Both have produced some undesirtd effects. 

Live virus vaccines- 



benefactors with a catch 

Xo on? denies that live viral vaccines have saved millions of lives 
and prevented other millions of people from being crippled for life. 
For public health, they have provided a eontrot of disease unattain- 
able otherwise. But there is another side of the story. Medical 
scientist* do not know, in many instances, the long range — and 
sometimes immediate— effects that immunizing live viral vaccines 
will have on human cell?. In a few coses, unusual effects are 
beginning to show up and suspicions ore growing. Most distressing 
is the possibility that live viral vaccines may change the structure 
of living cells, including the hereditary material that is the fountain- 
head of life. 

Thr author of this article, Dr. Richard DcLong, is an associate 
profewor of biology at the University of Toledo. His research in 
the vtrat approach to human leukemia has revealed to him clues 
that impel him to sound an alarm. The views expressed in this 
arddr are his, based on his awn studies, and represent one side of 
a subject vital to all. — Ed. 



Richard DeLon*, Ph.D. 

Sinck we seem to be hurtling 
toward mass vaccination of the 
human population with live viral 

ScUnc* Digttt— Jomiorf. 196S 



vaccine?, the time is approaching 
when everyone should be made 
aware of the possible hazards in- 
volved in their indiscriminate use. 
Usually, viruses are defined as 

33 
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EXHIBIT 4 - p. 3 



"replicating nucleoprotein macro- 
molecules" that reproduce only 
within living cells. Nucleoprotein 
macromolecules are large molecules 
composed mainly of protein and 
nucleic acid. The nucleic acid is 
the hereditary material and this 
substance can reproduce itself in 
living cells. Viruses are molecular 
in size and can pass through most 
men.branes very easily. They are 
intracellular parasites, limited for 
.survival to this single life condition. 
When they infect, they maintain 
and reproduce themselves within 
living cells. Viruses are so intimately 
associated with the cells they infect 
that many times they incorporate 
their hereditary material into the 
hereditary apparatus of the cells. 

Viruses "pluripotentior 

Another characteristic of viruses 
is that they are "pluripntential," 
which means that they have the 
ability to manifest themselves in 
dil f erent ways, depending on en- 
vironmental and cellular conditions. 

Viruses have the ability to infect 
cells in two ways. One type of 
viral infection is called active; the 
other, latent. In active infection, 
viruses enter a cell and begin re- 
producing almost immediately. The 
new virusrs are released from the 
cell and can infect others. 

In latent infection, viruses enter 
a cell but do not begin reproducing 
immediately. Instead they appar- 
ently attach their hereditary ma- 
terial to that of the host cell's 
hereditary material. When the in- 

34 



fected cell reproduces, so does the 
virus. In this manner, each cell 
formed from a virally-infecterl cell 
contains the hereditary material of 
the infecting virus. An appropriate 
stimulation from the environment 
causes the latent virus in the cell to 
become active, and it starts repro- 
ducing newly-formed viruses which 
are eliminated from the cell. All 
the stimuli which might induce a 
latent virus to become active are 
**hot known: some that are: radia- 
tion, heat, cold, certain chemicals. 

Both active and latent viruses 
can act upon cells in different ways. 
There are at least three possible 
results when cells become infected 
with viruses — death of the cells, 
accelerated reproduction of ihe cells 
or no apparent effect. Cells which 
exhibit no apparent effect may be 
affected* however. There may be 
chromosomal defects or even more 
subtle defects which could be in- 
herited by succeeding generations 
of cells. Chromosome* carry the 
genes or hereditary units, and any 
change in one or more of these units 
is inherited by the cell's offspring. 

Viruses can be transmitted from 
generation to generation through 
the sperm or egg, the placenta and 
maternal milk. 

Viruses used in live vaccines are 
no exception in all this. 

Vaccines may be classified as of 
two types— live or killed. A live 
vaccine contains infectious viruses, 
though most of them are "attenu^ 
ated, H which means they have been' 
changed to weaken or abolish their 
virulence for a particular disease. 

Science Oigeit — Jonuory, 1968 
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A killed viral vaccine contains non- 
infectious viruses. Both confer pro- 
tection on a vaccinated individual. 
However, the live viral vaccine 
stimulates the production of anti- 
bodies in humans causing a genuine 
viral infection in the individual. 
The killed vaccine stimulates anti- 
body production without infection. 

Some of the more important po- 
tential hazards of using live viral 
vaccines include the following : (i) 
damage or death to developing em- 
bryos, (2) possible cancer produc- 
tion, (i) possible initiation of new 
diseases. (4) possible genetic de- 



fects, (5) presence in the vaccines 
of "passenger" viruses which may 
be harmful. 

It is well-known that some vi- 
ruses can cauF? death or damage 
to developing human embryos if 
the mother becomes infected during 
pregnancy. The rubella virus is a 
classic example. This virus causes 
the "three-day measles'* in post- 
natal life. In the developing em- 
bryo, it can cause abortion, death 
or many abnormalities. Some de- 
fects it has been known to cause 
include microcephaly (pin-headed 
idiocy), bone defects, deafness, 
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Passenger" virus in action 



Last November, federal authori- 
ties stopped the release of Sabin 
oral polio vaccine made since the 
previous July because green mon- 
keys used in the manufacture of 
the vaccine in West Germany were 
identified as the source of "disease 
agents 1 * apparently dangerous to 
man. Dr. Wilbur Downs, director 
of Yale University's Arbo-virus Re- 
search Unit, is quoted by Medical 
World A'ru'J as saying, "Nothing 
like (the disease) has ever been 
«»*rn before. It appears to be among 
the mo*t dangerous agents known 
m man 

Invrstigators are trying to trace 
the whereabouts of 2 ,000 green mon- 
keys used in making the U.S. em- 
bargoed lots of oral polio vaccine. 
Crren monkeys from Uganda were 
identified as the source of the mys- 
terious illness that struck 30 per* 



sons in West Germany, killing seven 
of them. Most of the German* af- 
flicted were laboratory technicans 
involved in obtaining monkey kid- 
ney tissue for culturing the polio 
vaccine viruses. 

A spokesman for the division of 
biological standards of the Nation- 
al Institutes of Health. Hethesda, 
Md., confirmed reports that the 
embargo had been placed on the 
Sabin vaccine produced since last 
July. The agency added that sup- 
plies of the vaccine produced prior 
to July were in sufficient supply to 
meet all demands. The agency add- 
ed that none of the green monkeys 
brought into the U.S. were from 
Uganda and the animals were in 
quarantine several weeks longer 
than the four-to-nine day incuba- 
tion period for the so-called green 
monkev fever. 



Sci»ne« Digttt-Jonuory. 19M 
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EXHIBIT 4 - p. 4 



blindness, heart defects, dental ab- 
normalities and many others. Vac- 
cinia virus, the live virus used in 
vaccinating for smallpox, has been 
known to cause abnormalities or 
death in human embryos when the 
mother had been/vaccinated during 
pregnancy, Recently, it ha* been 
found that the attenuated type II 
poliovirus (used in the Sabin live 
poliomyelitis vaccine) causes injury 
and death to cultured human em- 
byronic cells. 12 The possibility ex- 
ists then that viruses used in live 
viral vaccines could infect and af- 
fect embryos. 

Cancer in animals 

It is now established that certain 
viruses have the ability to cause 
cancer in some animals. As yet. no 
absolute proof has been found that 
viruses can cause human cancer, 
but evidence is accumulating that 
some viruses may. If this should 
be found to be true, then infectious 
viruses used in vaccines might aUo 
possess cancer-inducing properties 
Live adenovirus vaccines are being 
developed for human vaccination 
Adenovirus, type 12, a human res 
piratory virus now being used ex- 
perimentally in vaccines for some 
respiratory ills (not flu), is known 
to cause cancer when injected into 
laboratory animals. 

Viruses in live vaccines often are 
ch.mged so that they will no longer 
cause the particular disease against 
which they are being used. During 
this changing process, however, the 
viruses may be changed in other 

26 



ways. It is possible that these 
changes might, in some viruses, 
cause entirely new diseases in hu- 
mans. Perhaps the most insidious 
unknown factor in the live viral 
vaccine picture, however, lies in the 
field of genetics. 

Genetic defects are inherited. 
Viral infection can cause many genie 
and chromosomal changes in cells. 
If the germinal cells of humans be- 
came infected by viruses, they could 
cause genetic abnormalities in the 
sex cells of humans. Any defective 
sperm or egg would transfer its 
defects to the offspring. Viruses 
are known to cause chromosomal 
breaks, deletions, pulverizations, in- 
versions and abnormal chromosomal 
numbers in cells. Any of these oc- 
curring in a sperm or egc could 
cause abnormalities in succeeding 
generations. The viruses used in live 
measles viral vaccine cause many 
chromosomal abnormalities in hu- 
man cells. The<e have been found 
both in cell* taken from vaccinated 
humans and from human cells in 
culture which were infected with 
the measles viruses used in the live 
measles van ine 1 Similarly, attenu- 
ated type II poliovirus, which is 
used in the live poliomyelitis vac- 
cine, has been found to cause 
chromosomal abnormalities in cul- 
tured human cells 

The effects of live viral vaccines 
for any of the above mentioned po- 
tential hazards are seldom thor- 
oughly tested. The United States 
Public Health Service does not re- 
quire testing for any of these pos- 
sible dangers. 4 

Sdtnc* Digett—Jonuary, 1?68 
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"Passenger viruses" are sometimes found in cells , 
being used to cultivate viruses for vaccines. 



The production oftjive viral vac- 
cines requires a living cell system. 
It is possible that the cells used to 
cultivate viruses for vaccines may 
be infected already with viruses. 
These viruses are called "passenger 
viruses." Passenger viruses might 
be harmful to humans. The live 
poliomyelitis vaccine had. been ad- 
ministered to many millions of peo- 
ple before it was discovered that 
the vaccine also contained a virus 
which was present in the monkey 
kidney cells that were used to cul- 
tivate the polio viruses for the vac- 
cine. Since then, this virus, called 
Simian virus 40, has been found to 
produce cancer in laboratory ani- 
mals, cause chromosomal abnormal- 
ities in cultured human cells and 
cause cultured human cells to be 
transformed to malignant cells* So 
far such phenomena have not been 
observed in the human body— but 
that doesn't mean it can't happen. 

A live mump* vaccine, which is 
in the experimental stage now but 
will be introduced on the market 
should human trials prove it ef- 
• fective in preventing mumps, is 
made by using live chicken cells. 
Chicken cells serve as hosts for the 
leukosis viruses. These viruses cause 
various forms of malignant diseases 
in chickens such as sarcoma, leu- 
kemia and osteopetrosis. So far, 
no proof exists ihat the same vi- 
ruses can cause the same diseases in 
humans, but they are beginning to 

S<i«fK« D«g«ll— Jonuory. 196fl 



be suspected. The leukosis viruses 
are extremely common inhabitants 
of chicken cells and may be carried 
in chicken cells in the latent state. 
Recently, Dr. Philip A. Brunell 
of New York University School of 
Medicine said there was some dif- 
ference of opinion over duration of 
protection of the live virus mumps 
vaccine developed by a research 
team led by Dr. Maurice R. Hille- 
man of Merck Institute of Thera- 
peutic Research. Dr. Brunell point; 
ed out that natural mumps infec- 
tion is believed to give nearly life 
long protection. If children receive 
a vaccine giving immunity for only 
several years, they might be sus- 
ceptible again in young adulthood, 
when the illness can be mo*i severe 
The vaccine is expected to be on the 
market shortly after the first of the 
year. 

It would be very difficult, if nnl 
impossible, to detect wilh certainly 
the presence of all lalent viru*e* in 
cells. The live measles vaccine was 
made by cultivating the measles 
virus in chicken and dog kidney 
cells. It is known that many ani- 
mal viruses can be transmitted to 
humans and cause diseases in hu- 
mans. It behooves us then not to 
take chances concerning the possi- 
bility of transferring passenger vi 
ruses to humans through vaccina- 
lion. Before the discovery of pa« 
senger viruses in the live |*>liomve 
litis vaccine, no tests had b«en 

37 
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made for these viruses in the pro- 
duction of live viral vaccines. 

None oi these dangers exist in 
killed viral vaccines. The rush to 
produce human vaccines containing 
live viruses is distressing to many 
virologists (there are many live 
viral vaccines in the experimental 
stage at the present time). A live 
viral vaccine should be used only 
if no effective killed viral vaccine 
can be developed. However, this 
has not been the case. Rather, live 
viral vaccines are being publicized 
and advocated for use over that uf 
proven effective killed viral vac- 
cines. Examples are the live Sabin 
poliomyelitis vaccine over that of 
the killed Salk poliomyelitis vaccine 
and the live measles vaccine over 
that of the killed measles vaccine. 
Instead of developing more live 
viral vaccines, efforts could and 
should — in the opinion of most 
thoughtful virologists — be applied 
to developing effective killed viral 
vaccines and administering these 
for vaccination. 

It takes no genius to realize the 
far*reuching effects that thev poten- 
tial hazards could have on mankind 
should they exist, and it has not 
been shown that they do not exist. 
Perhaps mankind has been lucky, 
and the live vaccines administered 
airvady will nnfr. produce any ill ef- 
fects in the human population. I 
ho|>e so sincerely. Yet, this cannot 
l»e awimed Mrue many of the ef- 
ftctN uf biah vaccine* may not ap- 
pear for some time. Cancer and 
genetic defects, for example, may 
take years to appear. Some, such 
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as birth defects, might have oc- 
curred already, and this should be 
investigated. The course that should ^ 
be taken now is to stop introducing « 
new live viral vaccines without ade- 
quate testing. 

I am not against vaccination. In 
fact, I am one of the strongest ad- 
vocates of vaccination and preven- 
tive medicine. My plea is simple — 
do not use live viral vaccines when 
effective killed vaccines are avail- 
able. 

The scientific and medical com* 
munity, as a whole, and especially 
virologists, immunologists, geneti- 
cists! embryologists, cancer research- 
ers, physicians and public health 
workers should be greatly concerned 
about live viral vaccination. 

The public — largely uninformed 
on this subject to date — must be 
protected against unsafe or ques- 
tionable vaccines. My appeal is 
to scientists and the medical pro- 
fession to question the safety of 
live viral vaccination until they are 
utterly ^atisf-ed that no harm can 
come to mankind through its use. 

'Bablanian, R., Eggers, II, Tamm, 
I. Virology] 1965, 26, 100-113. 
-Bablanian, R., Eggers, H., Tamm, 
I. Virology, 1965, 26, 114-121. 
^Nichols, W. Am. /. of Human Gen. t 
1966, 18, 81-92. 

♦United States Public Health Serv- 
ice, Regulations, Biological Prod- 
ucts, title 42, Part 73, Publication 
No. 437, Oct. 1, 1965. 
'Wallace, R., Moyer, A. Proc. Soc. 
Exp. Biol. Med., 1965, 119, 481- 
486. 

Scitnc* Diflfif— Jonuory. 1968 
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ON MANDATORY ATTENUATED VIRAL VACCINATION 



The human body should be considered sacrosanct. No foreign Substances 
should be Introduced to a human's body without that human's consent. Vaccines 
are foreign substances to a human body and, thus they should not be made man- 
datory. To do SO 1s wrong. 

All vaccines are Inherent with a certain amount of danger and the risks 
Involved on whether to take a vaccine- or not should be the decision of the 
intended recipient and no one else. Some vaccines tire more dangerous than 
others and the most dangerous type of vaccine 1s the attenuated (live) viral 
vaccine. Attenuated viral vaccines are Inherent with many very serious 
dangers. 

I will Mst some of these dangers for you: (1) the vaccine viruses may 
revert to virulence and cause the very disease for which the vaccine had been 
meant to prevent, (2) the vaccines may be contaminated with other viruses and 
these viruses could cause disease, (3) the vaccine viruses could cause cancer, 
(4) the vaccine viruses could cause mutations, (5) the vaccine viruses could 
cause chromosomal aberrations, (6) the vaccine viruses could cause birth 
ilefects, (7) the vaccine viruses could cause new diseases. 

Attenuated, or live, viral vaccines contain 1 1 vc, Infec tious viruses. 
These viruses Infect the body's cells. They can Infect cells 1n three dif- 
ferent ways: (1) active Infection, (2J masked Infection and (3) latent 
infeccion. So, In-reallty, mandatory vaccination Is forcing people to become 
infected with viruses without any choice on their ayt. These viruses can be 
transmitted from generation to generation 1n human 5 by a variety of ways: 
(1) th'ough the human egg. (2) through the human sperm, (3) through the 
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human placenta and (4) through human maternal milk. In effect, we are 



performing biological pollution of humans ^n purpose whtn we make people re* 
celve these vaccines. We are seeding not only the present generations but 



future generations, as well, with viruses of known and unknown potential 



harm. This may be unbelievable but it 1s true! Our knowledge of viruses and 

viral Infection 1s so meager, at present, that we should proceed with great 

caution about anything involving viruses. Yet, we are blindly administering 

these viruses en masse to humans mandatorily. .Any virologist, worthy of 

bearing that name, should know that Infectious vaccine viruses are Inherent 

with many dangers to a recipient. Such mandatory vaccination should be stopped 

immediately! * 

I have been Lritiial of attenuated viral vaccination for the last twenty- 
four years and in thaw twenty-four years the knowledge and experience gained, 

during that time, has confirmed all of my fears about these vaccines. 

At present, there are four attenuated viral vacines which are mandatory 

in most states of this country. They are required before children may enter 

public school. These vaccines are the attenuated poliomyelitis vaccine (Sabin), 

the attenuated measles vaccine, the attenuated mumps vaccine and the attenuated 

three-day measles (rubella) vaccine. 

I will list for you some of the dangers in these vaccines. These are 

facts which we know now about "these vaccines: 

I • *a bjft y. ac £tfl?_(.l i ve pol io vaccine ) 



1 , 


It 


causes 


many mutations. 


2. 


It 


causes 


many chromosomal aberrations. 


3. 


It 


causes 


cancer in laboratory animals. 


4. 


It 


c auses 


cancer in cultured human cells 


5. 


It 


reverts 


to virulence. 
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6. It contained, at first, a contaminating virus called the SV^q. 
Many millions were Infected with SV^q. 

7, It kills human embryonic cells. 
This 1s what 1s known now about SV^q. 

1. It causes many nutations. 

2. It causes many chromosomal aberrations. 

3. It causes cancer In laboratory animals. 

4. It causes cancer In cultured human cells. 

5. It kills human embryonic cells. 

I I . A tten ua ted (1 1 vej Measles Va cc ine 
1. It causes many mutations. 

2.. It causes many chromosomal aberrations, 

3. It causes cancer In laboratory animals, 

4, It contains contaminating viruses (the leukosis viruses) • 
which causes cancers In birds. 

III. A it te\ nuate d (11 ve) Hu mp s Vacc ine 

1. It causes mutations. 

2. It causes chromosomal aberrations. 

3. It Is contaminated with leukosis viruses. 

IV. Atten ua ted (live) Rubella Vaccine 
< . It causes mutations, 

2. It causes chromosomal aberrations. 

3. One type of the vaccine can be contaminated with leukosis 
viruses. 



o 

ERIC 



108 



104 J 



EXHIBIT k - p, 

«*. It is not known that those viruses do not cause birth defects In 
humans because It has not been tested. >et the very purpose of 
this vaccine Is to prevent birth defects. 

The-e Is the possibility, also, that mandatory attenuated viral vaccination 
nay be the cause of the surge In hew diseases arising In the world. In the 
last twenty years about a dozen new diseases' have arisen on this planet 
which never existed before in tKis world, The time of onset cf thest new 

diseases correlates well with 1 the time of initiation of mandatory attenuated 
viral vaccination en masse to the public. . 

The fad of administering attenuated viral vaccines began in 1961 with the 
Sd'jin poliomyelitis vacclie and has continued unabated with T\any more, attenu- 
ated viral vaccines being given since that time. The first new disease, called 
Reyes' iyndrume, appeared In 1963. By this time, millions of humans had been 
vaccinated with the Sabln vaccine. 

These new diseases may be the result of new vlrwses being produced in 
recipients' cells because of viral gene recombination occurring between two, 
or more, different viruses infecting the same cell. When this happens a 
different virus )s created which will h ve different characteristics and, 
therefore, could have the ability to cduse new disease. Some Of the new 
diseases which have arisen within the last twenty years, In addition to Reyes* 
syn.jrone, are lassa fever, non A-non B heoatitls, Ebola hemorrhagic fever, 
Kawasaki disease* Marburg disease and acquired immune deficiency syndrome 
(AMS). Millions of humans are now harboring different vaccine viruses within 
their (ells making It very probable that viral gene recombination can occur 
dmunq these vaccine vtruses and other infective viruses* 

Oniy one of these dangers shou'd be enough reason to ban attenuated viral 
r.i- \ iru-s. However, we have made these types of vaccines mandatory and are 
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introducing them Into the bodies of our children. It is appalling and 



The damage that has been done to humanity already through the mass 
administration if attenuated ^iral vaccines is incalculable. This damage 
could result in genetic defects, malignancies, birth defects, new diseases 
and other, as yet, unknown damage. * 

f t 1 s imperative that mandatory attenuated viral vaccination be abolished. 
The answer, to damages cau*ed by vaccination, is not to be found In insuring 
recipients of vaccines, because no amount of money can reimburse for Illness 
or death, but by abolishing mandatory vaccination. The legislative bodies of 
this country should strive vigorously to enact a law abolishing the administra- 
tion of all attenuated viral vaccines as soon as possible. 

Thank you for giving me this opportunity inform you of the dangers of 
vaccination. I am most (jratt'ful. ^"~? /9 



incredible! 





Richard de Long, Ph.D. 



Professor of Microbiology 



Del Mar College 



Corpus Chri sti , Texas 
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SUMMARY OF SERIOUS ADVERT REACTIONS TO DTP 
AS REPOMXD IN FIVE RE:ENT U.S. STUDIES 



Study Ho 




Reaction 




Crying/Streaming 


Seizure 


KypotC-mci ty/iiyporft spcns. i vene s s 


) 


0 


0 


0 


2 


591/T232 (48%) 


0 


0 


3 


A/253 (292) 


'0 


0 


4 


80/481 nes) 


1/481 (0.2*) 


c 


5 


SOS/15752 (3*) 


9/15752 '(0.06S) • 


S/U752 {0.062) 



1. Hopkins. R.S. Reactions to DTP V.cdne, by Lo iner. nu re - »' * 

Survey In KonUM. International Svffjoslu- or, Pertussis, 300-303. 

Pediat- ics , 71, 200-205. 

^lit^s !;^/i.T-un1«tion In CMlcrer.. Artery r*s:*:ric Associttior 
:. : : : tr:s e-c V ? :sren. reentries , 6fc. SsO-CuO. 
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EXHIBIT U - p. 11 

HOW DO 
THE VACCINES WORK? 



It is dangerously misleading and, indeed, the exact opposite of the 
truth to claim that a vaccine makes us "immune 9 * or protects us 
against an acute disease t if in fact it only drives the disease deeper into 
the interior and causes us to harbor it chronically, with the result that 
our responses to it become progressively weaker, and show less and 
less tendency to heal or resolve themselves spontaneously. 



By Richard Motfcowlti, M.D. 

Whit I promote U simply to 
invcttifitf as thoroughly and 
objectively u«tc» how tha vaccines 
•dually work inside the human body, 
and to begin by ptyinf attention to the 
implication* of what we already know. 

In particular, I would Irkc to con- 
sider m detail the proceu of falling ill 
with, and recovering from, ■ typical 
•cute disease, such as measles, in con- 
trast with what we can observe follow- 
ing the administration of the measles 
vaccine. 

Wc ill know that measles is primari- 
ly a virus of the respiratory tract, both 
because it 4 inhaled by susceptible per- 
sons unon contact w.th infected 
droplets in the air, and because these 
droplets are produced by the coughing 
and sneering of a person with the 
disease 

Once inhaled by a susceptible per- 
son, the measles vims then undergoes a 
long period of silent multiplication, 
first in the tonsils, adenoids, and ac* 
cessory lymphoid tissues of the naso- 
pharynx: iaier in the regional lymph 
node* of the head a no neck; and 
eventually, several days later, it passes 
into (he blood and enters the spleen, 
ihf liver, the thymus, and the bone 
mar tow. the "visceral" organs of the 
immune system ' Throughout this "in- 
to 



cu ballon" period, which lasts from 10 
to 14 days, the patient usually reds 
quiie well, and experiences few or no 
symptoms. 1 

By the time that the first symptoms 
of measles appear, circulating ami* 
bodies ire already detectable in the 



By "tricking" tho body 
In this fathlon 
(vaccinas), wt hava 
accomptiahad what tht 
tntlrt Immuna ayatam 
ftMRia to hava ovolvad 
In ordar to prsvant; wa 
hava placad tha virus 
directly Into tha blood 
and glvan It frao and 
Immsdlata accoaa to 
tho major Immuna 
organs and tlsaiias, 
without any obvious 
way of gottlng rid of It 



blood, and the height or the symp- 
tomatology coincides with the peak of 
the antibody response ' In other 
words, the "illness" is simply the 
definitive effort of the immune system 



to clear the virus from the blood. 
Equally noteworthy Is the fact that the 
virus Is eliminated by meeting and 
coughing i,e,, via the same route 
truouflfctich It entered in the first 
piace, * 

It Is evident that the proceu or 
mounting an acute illness like the 
measles • no leas than recovering from 
it, involves a general mobilization of 
the entire immune system 

Such illnesses are in fact the decisive 
experiences in the normal physiologic 
maturation of the Immune system as a 
whole In the life or a heahhy child. For 
not only will the child who recovers 
from the measles never again be 
susceptible to hy such an experience 
also cannot rail to prepare trw in- 
dividual to respond even more prompt- 
ly and effectively to any infections he 
may acquire in the future. The ability 
to mount a vigorous acute response to 
organisms of this type must therefore 
be reckoned among the most fun- 
damental requirements of general 
health and well-being. 

In com rut, when ar, artificially at* 
ten ua ted virus such as measles is in- 
jected directly into th< blood, by 
passing the normal portal of entry, at 
most a brief inflammatory reaction 
may be noted at the injection site, or in 
the regional lymph nodes; but there is 
Corttmutd on page 18 

HEALTH FRCCOOM HCWg 



o 

ERIC 



112 



J 



108 



VACCINE 

CONTINUED FROM PAGE 10 

no "nictitation period" of local con- 
tact at the normal portal of entry and, 
consequently, very tittle possibility of 
ehmiaailnj the virus via the tame 

route. 

Even more Important is the fact that 
the virua hai bten artindUly "at- 
tenuated," to that it will no longer in- 
itiate a generalised inflammatory re- 
sponse, or Indeed any of the non- 
specific defeaae nwchaniemi that help 
ui to respond to infection generally, ly 
"tnckint M the body la tats fashion, we 
have accomplished what the entire im- 
mune system seems to have evolved In 
order 10 prevent; we have placed (he 
virus directly into the Wood and given 
it free and immediate access to the 
major \mmune organs and tissues, 
without any obvious way of getting rid 
of it 

rhe result U. indeed, the production 
of circulating antibodies against the 
virm, which can be measured in the 
blood, but the antibody response now 
occurs ai an isolated technical feat, 
without any generalized Inflammatory 
r ci port se or any noticeable improve- 
ment m the general health of the 
organism Exactly the opposite, in 
fact; the price that we have to pay for 
those antibodies is* the persistence of 
virus elements In the blood for pro- 
longed periods of time, perhaps per- 
manently, which m turn presupposes a 
lyiiemanc weakening of our sNIity to 
mount an effective response not only 
to meaiies. but also to other acute in- 
fections as w'eil. 

I if from producing a genuine im- 
munity, then, the vaccines may act by 
actually interfering with or suppressing 
the immune response as i whole, in 
muih the same way that radiation, 



Far from producing a 
genuine Immunity, tht 
vaccines may act by 
actually Interfering with 
or suppressing tht 
immuns rtsponst as a 
whole. 



ihrmoiherapv. and (.Orticuiieroid* and 
other ann inflammatory drugs do Ar 
iifaial immunization focuset on ami 
hmh prtidudton. a single aspeu of the 



immune process, and disarticulates it 
and allows it to stand for the whole, in 
much the tame way as chemical sup- 
pression of an elevated Mood pressure 
ts accepted at a valid substitute for a 
genuine curt of the patient whose 
blood pressure has Hsen. Worst of all, 
by making It difficult or impossible to 
mount a vigorous, acute response to in- 
fection, artificial immunisation substi- 
tutes for it a much weaker, chronk 
response, with little or no tendency to 
heal itself spontaneously. 

Moreover, adequate models already 
exist for predicting and etnUmtng 
what aorta of chronic disease are likely 
to rssuh from the chronic, long-term 
persistence of viruses and other foreign 
proteins within the cells of the immune 
system. It has long bean known that 
live viruses, for example, are capable 
of surviving or remaining latent within 
the boat cells for years, without con- 
tinually provoking acute disease. They 
do to aunply by attaching their own 
genet k; material as an extra panicle or 
"eptsoine" to the genome of the host 
cell, and replicating along with it. 
which af3owi the boat cell to continue 
its own normal functions for the most 
part, but .mposes on it additional in- 
structions for the synthesis of viral 
proteins.' 

Latent viruses of this type have 
already b*n implicated in three 
distinct types of chronic disease; name- 
ly. I) recurrent or episodic acute 
chaser, suca, as herpes, shingles, 
wans, etc' 2) "jtew-Wmi" diseases, 
i.e.. subacute or chronic, progressive, 
often fatal conditions, such as kuru. 
Creurfcldt-fakob disease subacute 
sclerosing panencephalitis (SSPE), and 
possibly Gull lain -Bam syndrome.' 
and 3) tumon, both benign and malig- 
nant. 1 

In any case, the latent virus survives 
as a clearly "foreign" element within 
the cell, which means that the immune 
system must continue to try to make 
antibodies against it, insofar as it can 
still respond to it at all. Because the 
virus ii now permanently Incorporated 
within the genetic material of the cell, 
these antibodies will now have to be 
directed against the cell itself. 

The persistence of live viruses or 
other foreign antigens within the ceils 
of the host therefore cannot fail to pro- 
voke auto- immune phenomena, be- 
cause destroying the infected cells is 
now the only possible way that this 
constant antigenic challenge can be 
removed from the body. Since routine 
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vaccination introduces live viruses and 
other highly antigenic mar trial into the 
blood of virtually every living person, 
it is difficult to escape the conclusion 
that a significant harvest of auto- 
immune diseases must automatically 
result. 

Sir Macfarlane turnet has observed 
that the components of the Immune 
system all function as if they ware col- 
lectively designed to help the organism 
to discriminate "self" from 
"wm-seir; i.e., to help us to 
recognise and tolerate our own cells, 
and to identify and cnmlnate foreign or 

possible.' This ccmcept is exetaptfflcd 
not only by the acute response to infec- 
tion, but also by the rejection of 
transpUntcdtam.w'-hcettc^fW' 
both or which rceuh In the complete 
and permanent removal of the Offend- 
ing substance from the body. 

If Burnet it correct, then latent 
viruses, auto-immune phenomena, and 
cancer would seem to represent dif- 
ferent aspects of the same basic dilem- 
ma, which the immune system can 
neither escape nor resolve. For all of 
them presuppose a certain degree of 
chronic immune ftiiurt, a state in 
which it becomes difficult or impoesh 
We for the body cither to recognize its 
own cells as unambiguously Its own, or 
to eliminate Its parasites as un- 
equivocally foreign. 

In th# case of the attenuated measles 
virus, it is ;*ot difficult to imagine that 
introducing it directly Into the blood 
would continue to provoke an anti- 
body response for a considerable 
period of time, which is doubtless the 
whole point of giving the vaccine; but 
that eventually, as the virus succeeded 
in attaining a state of latency within the 
cell, the antibody response would 
wane, bc4h because circulating anti- 
bodies cannot normally cross the cell 
membrane, and because they are also 
powerful immunosuppressive agents in 
their own right." 

The effect of drcuiating antibody 
will thereafter by mainly to keep the 
virus mthin the cell; I.e.. to continue to 
prevent any acute Inflammatory re- 
sponse, until eventually, perhaps under 
circumstances of accumulated stress or 
emergency, this precarious balance 
breaks down, antibodies begin to be 
produced in Isrgc quantities against the 
cells themselves, and frank auto- 
immune phenomena of necrosis and 
tissue destruction supervene. Latent 
viruses, in this ser.se. sre like biological 
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"lime bombs," xt to explode #.i an in 
determinate time in the future. 

Auto-Immune diRwet b**t alwayi 
seemed obscure, aberrant, and bizarre, 
because it li not iwvJtrvetj obvious 
why the body ibouid suddenly begin to 
attach and destroy ki own tissues. 
Tbey auks • lot mere penes and, lav 
dead, mutt be mkmi m •*haehhy, M 
If destroying the chroe*os*y infected 
oetti (a Um only pceathai way of 
eliminating an even More eeriow threat 
to Mfe; aawaty, Um pariletenci of the 
foreign antlgmkt chaMente wnhm the 
cam of the host. 

Tumor format tan cooes" then be 
understood at ctmoty i more advanced 
Mint of chronic iramiwi failure, 
according (0 the seme mode). For, as 
ton* at the boat U subjected >ig enor- 
mow and nm emitting nreamre lo 
make antibodies against 4uetr. that 
response win awtoaaattonly lend to 
become leu and ten effective. 

Eventually, under Ureal of thii 
magnitude, the nuto-immnne meet*, 
mim coutd easily break down .0 the 
poini that the chronically infected and 



. . . what wa hava dona 
by artificial 
Immunization la 
ataantltlly to trada oil 
our acuta, apldamlc 
dltaatat ol tha pat! 
cantury lor tha waskar 
and lar laaa ourablf 
chronic dlaaasaa of tha 
pratant, with thalr 
imortlzabla sulfarlng 
and disability. 
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with leu inflammation and more tissue 
destruction that the original wild-type 
infection. 

ff whnt I am laying ti«u out to be 
ma* then emu we have done by ar* 
Uftdnt amnuniietion k asienUaly to 
trade off our acute, epidemic dhweaee 
of the peat oaatury for the wea k er and 
far teat rwame chronk assesses of the 
present, with their amordsabie eeffar* 
mgandeuablaty. la doing so. we here 
nam opened up haahJeu ■¥omtmm¥y 
aoaa t bmtmi for the future of ongomg 
« rfro (within a Bring ig Inn) 
genetic recombination within the eels 
of the rice. 

umAm^m to- 
rn** t(H9m+m*y. *TV Car A*+m **• 
■1 ■amuas " •*** a < mm ft* 1 / w fi— 
f*t Mw iM f Cnm ft Htmytky, tm 
Htttttkmmtt Art N W Suit* 41 
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genet icaJiy transformed ceils, no longer 
dearly "self' or "non-self." begin to 
free themieive* from the normal 
restraints of "histocompatibility" 
within the architecture of the sur- 
rounding cells, and begin to multiply 
autonomously at their expense 

A tumor could then be described at 
"•benign." insofar as the breakdown of 
hi\u«. om^anhihty remains strict lv 
l>H*l:/e<l to the tissue of origin. 4nd 
'ni.ll Knjni." insofar as it begins 1,1 
\|uch t io «ii hr f cell t>pf«, 'issue*. Jr.d 
«»fgan<.. f>cn in more rem.»ic area* 
Malix-iano migh simply reprevni the 
if*..: . aii.in nf ihe *irus from n\ lairni 
■»ha«. min a nitife Bkine miule jlbeu 
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Mr. Ku pahkc'k. No. 2, Dr. Robert Mendelsohn, formerly national 
director of Project Headstart, Medical Consultation Service, and 
chairman of the Medical Licensing Committee for the State of Illi- 
nois. Dr. Mendelsohn's three best-selling books, "Confessions of a 
Medical Heretic/' "Male Practice: How Doctors Manipulate 
Women;' and "How to Raise a Healthy Child in Spite of Your 
Doctor," establish him as a leading critic of compulsory vaccination 
programs in America. 

No. 3, Dr. Anthony J. Morris, who was fired from the U.S. Food 
and Drug Administration for blowing the whistle on the swine flu 
fiasco. 

No. 4, Dr. Kevin C. Geraghty, founder of Physicians for Study of 
Pertussis Vaccine. 

No. 5, Dr. Richard Moskowitz, M.D., a leading homeopathic phy- 
sician. 

Madam Chairman and distinguished members of the committee, 
thank you for the opportunity to address this committee. The issue 
of compulsory vaccinations and the proposed compensation bill, S. 
21 17, are of great concern to me. 

It has been said throughout the transcripts of the previous hear- 
ings and in the proposed bill, S. 2117, that Congress has found that 
there has been a longstanding effort to promote childhood vaccina- 
tion by the Federal Government and to encourage States to adopt 
and enforce mandatory preschool vaccination laws. In the opening 
statements of the July 22, 1983, hearing you, Senator Hawkins, 
said that all 50 States have implemented legislation making immu- 
nization mandatory for school attendance. Because school attend- 
ance is required by law, parents must have their children immu- 
nized or face criminal prosecution. Refusing vaccination is difficult, 
if not impossible. 

I am the father of six beautiful children. I well know the situa- 
tion. I am addressing this committee not as a parent of a damaged 
child, but as a parent who is at this time being criminally prosecut- 
ed for not having my three school-age children vaccinated for 
school attendance. After attending school for 30 days last fall, they 
were barred from school and I was charged with truancy. See ex- 
hibits A and Al, "Opposing Compulsory Immunization." 

My wife and I object to vaccines for reasons of personal beliefs, 
scriptural beliefs, and conviction of conscience. These beliefs have 
been longstanding, over 15 years. Our scriptural beliefs are our 
own, not that of a tenet of an organized religion. 

When damages occur from vaccines, it is a most traumatic expe- 
rience for a parent— heart rendering, to say the least. We have per- 
sonally wept with parents who once had healthy, active children. 
Suddenly after their child was immunized, they were faced with a 
child that had seizures, limpness, and once even death. As all too 
oft*»n happens, the doctors' reports did not link the child's injuries 
or death with the vaccines. 

There are tnose whose children are not immediately disabled by 
vaccines. However, these parents have little chance of seeking com- 
pensation when the vaccine-related injury results in some degree of 
learning disability, arthritis, or other maladies that decrease the 
quality of life. The parent*.must accept the burden of special tutors 
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or therapy. It becomes very difficult to link the causes of these in- 
juries to vaccines. 

Are these perhaps the frivolous lawsuits mentioned in the 1980 
Office of Technology Assessment Report? See exhibit 1, "Compensa- 
tion for Vaccine and Related Injuries," page 16, paragraph 2. T do 
no* think any parent would call these lawsuits frivolous. 

A compensation program has been discussed by the Government 
and drug companies since 1979, It was sa*d that, because of the 
lawsuits brought against drug companies and other parties, where 
plaintiffs won large judgments against the drug manufacturers, the 
Office of Technical Assessment suggested that it may be desirable 
to establish a federally operated program to compensate vaccinees 
A* v -red as a result of the public immunization program. 

In the 1980 OTA technical memorandum, the informed consent 
forms— see exhibits 2, 2A, and 2B— were discussed. The assumption 
of the duty to warn was done at the insistence of the vaccine man 
ufacturers who would not continue to produce for fear of liability. 

S. 2117 addresses the need for better information to be dissemi- 
nated to the parents and to encourage full discussion between the 
health provider, the one who administers the vaccine, and the par- 
ents. 

On the "Important Information Forms ,, it states that one has 
had the opportunity to read the forms and ask questions to their 
satisfaction. It then states that you believe you understand the ben- 
efits and risks of the vaccines and that you request — I repeat re- 
quest — that these shots be administered to your child. To request 
something means that you desire it. 

What is the purpose of wording the form in this manner when a 
parent has no choice short of vaccination or prosecution? See ex- 
hibit 3. 

Request implies that you have been able to make a decision. 
Duty to warn and informed consent imply that the recipient has a 
right to refuse. This is not the case, though. The OTA study of 1980 
reports that getting the parents to take the time to read all the in- 
formation on the forms has been a problem. 

From our own experience, we have found that most parents do 
not read the forms because there is no choice. They have told us 
that, even though they question the safety of the shots and would 
rather not have their children get them, if they choose not to have 
the shots, they would »nd up in court, being publicized, ridiculed, 
or called a radical. 

If any of you saw the documentary, "Chinas Only Child," on 
PBS networks, the same situation will ring a bell, A mother, 6 
months pregnant with her second child, dearly wanted to keep her 
baby. However, without special permission, that becomes almost 
impossible. She and her husband were hassled and put before the 
block committee, and, finally, under duress, gave in to having an 
abortion. The mother, with tears in her eyes, letting us know full 
well that she did not want the abortion, was forced into signing a 
form saying that she requested that the abortion be performed. 
This story takes place in Communist China. 

Our story takes place in a democratic society. Is there an urgen- 
cy to provide better health forms and information sheets because 
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the only way that an injured party can legitimately sue is if they 
can prove that the Government's warnings are inadequate? 
t This is what the OTA report states, page 2, paragraph 1. In- 
formed consent and duty to warn imply that the potential vaccin- 
ees can refuse the vaccination. On page 17 of the 1980 OTA report 
it states: 

What ia a more serious weakness in the -Government's defense strategy is the con- 
tention that a properly warned vaccine recipient has assumed ail risks of injury. 
Such an argument does not make sense, however, unless the vaccinee can refuse the 
vaccine. But vaccination is mandatory in many states for school entry [which itself 
is mandatory) and refusing vaccination in these cases is very difficult. 

Are parents ever going to be given the right of a true, informed 
decision? Or, are we going to continue to sign those consent forms 
under coercion and duress to help the Government's defense strate- 
gy and perhaps our Nation's economy? Are we to continue to sign 
the consent form requesting the drugs under threat of criminal 
prosecution? 

At this point tlie vaccination is not an issue of whether the vac- 
cines are good of bad, not an issue of efficacy or safety, but it be- 
comes an issue of basic human rights. 

The fact that there is a compensation program being discussed 
shows that injuries are not that rare. The Comptroller General's 
report of June 1980 states that adverse reactions have been based 
on estimates and ball park figures. Clinical studies have been done 
on limited numbers. 

Vaccines, in legal parlance, are known as unavoidably dangerous 
products. The FDA categorizes them as drugs. Yet, even though 
they are drugs, there is no personal prescription given to each and 
every child vaccinated. Instead, this medical belief is administered 
through legislative enactment and enforced through police power. 

I am opposed to S, 2117. It, as well as any other compensation 
bill, no matter how it is stated, would have the same detrimental 
effect on people like myself. If the bill passes, the State has a 
remedy at law for the damage created by the vaccine, thereby 
strengthening the State's position for mandatory vaccination. 

To save time of this committee, may I have my written testimony 
and exhibits made a part of the record? 

Senator Hawkins. Surely. 

Mr, Kudabeck. Thank you, Senator Hawkins. 

Senator Hawkins. Thank you very much for helping us. 

In answer to Mrs. Gary's question, why it was referred to the 
Labor Committee, the Labor Committee has jurisdiction over labor, 
health, education, employment, aging, handicapped, family and 
human services, alcoholism and drug abuse, the National Science 
Foundation, Legal Services, to mention a few. Health obviously is 
the reason we are here, 

Mrs. Gary. Thank you. 

Senator Hawkins. It may have some spillover into handicapped, 
Mr. Schwartz— Jeff, you have really been fantastic in helping us 
with solving this problem. I really believe that you are another 
John Walsh in another problem. The cooperation of you and of the 
media— Lee Thompson took an active role in making this known to 
everyone, not just the people in this room, and I think that is what 
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it takes to get the message out to the grassroots, so to speak, so the 
parents have the right to make that decision. 

You stated in your testimony today that physicians are still not 
telling the contraindications to the proper authorities or to the par- 
ents of the pertussis vaccine. What proof do you have that this is 
true? 

Mr. Schwartz. Senator Hawkins, you have already heard some 
proof today from Donna Gary. I really want to commend her on 
her testimony. About two weeks ago we spoke abo^t the possibility 
of my reviewing her draft testimony, since I am used to the way 
Washington operates and she isn't. I'm just very grateful that I 
didn't do that. I never saw her testimony or heard her testimony 
before today. I think her testimony could not be improved. More- 
over, it sets forth several cases of failure to observe containdica- 
tions. 

Unfortunately, as I told you, we get lots of letters from parents 
whose children have been injured or even killed by the pertussis 
vaccine. These letters indicate and a number of court cases con- 
firm, that there have been and continue to be, numerous cases of 
malpractice resulting from failure to observe the contraindications 
against administering pertussis vaccine. 

With the Senator's permission, instead of going over the terrible 
details, I will simply submit for the record a letter which we sub 
mitted to the Academy of Pediatrics on December 5, 1983, docu- 
menting three court cases, decided cases or settled cases, and four 
letters, because we didn't want to overwhelm the AAP we could 
have sent many, many more than that— documenting instances in 
which contraindications that everybody agrees on were violated. 
We asked the Academy of Pediatrics to please notify their mem- 
bers, take the leadership in getting the message out that these con- 
traindications must be observed; otherwise, potentially catastrophic 
results can occur. We would like to make this part of the record. 

Senator Hawkins. Su-ely. 

[The letters referred to follow:] 
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Dissatisfied Parents Together News 

•o* 563, li/7 K Sl.H.W., W«hinglO'» D C . 20005 



Pecenfcer 5, 1083 



nr. Harry .i»*nnisnn 
Kxp«-uMvp Pi rec tor 
Annruan Aca»lcmy of Pediatrics 

P.O. hny l(j)4 

1301 Hfrrvin Ave. . . 

*-Vanston. II. 60?04 

Dear Dr. .Jenmson: 

Thr purpose of this letter is to f ollow up on th* request which we made 
in the course nf r^ir meeting on Nnvmiw ?n, 19R3, with Prs. tfehrle ajvi 
lla-NT+y and yourself, Srvcifirnl IV, we aftkrd that +hr American AcAfVrny of 
pediatrics eonsider is«*jtnq a letter, advison/ or bulletin (ni adopi-inn and 
fli^smiPAMng a retcliitinn nr pnl icy statement) to mcwihora of the Ar;\deriy on 
the critical importance of sr-rupulous observation of the contraindications to 
arkrjnistrat ion of all vaccines, but particularly vhole cell pertussis vaccines 
(such as the DTP vaccine) . 

i*- .In not mPrtn to presum to dlctat-» the form by which the AAP should 
iwipif-nh' with its nvmnors on this muter. Wp would respectfully request, 
h. «»n V nr , that tho cmruni ration be in i/riting and go to each rtrrtmr of the 
•V.vVtv. (Wo wnrn pleased bv tho possibility, suqgested I believe by either 
r r. Wehrl»> or Haqoorry, of a joint, communication by the AAP and the AAFP to 
runt^r* of both groups.) if possible, we would encourage similar ccemoni- 
>«>n to tr> pr"par*yi [perhaps by ATIP or ASTHO) for public-health clinics, 
puK i«* h**.;i»h fk)ctorn and nurses who administer vaccines, though we recognize 
»ha* the AAP hns neither the authority nor the responsibility for vaccine 
policy in public clinics. 

'-p^'i finally, wp would hope that such a coitnunication could include the 
following eleernts: 



Misting nf the rontraindic-iMnns new included in the 
pr«d Hook and ACIP policy for ea^.h of tho vaccines/ 

•ppjipq physicians to hn mare to *-.akp a thorough medical 
history before qivinq ,i child any vaccine; 

•r'***mtvndit*i that a suf f lciont ly oar°*ul examination be 
»■» »»fti.-ti«l prir-r ^ «Mi-h 'vfvit to assure that the nila is 
rv»t suffer inq from any current infection or illness* 

•p^virmpndirM th*t pty*icians advise the parents before the 
»*.t* of tN« {otontUlly serious r^nrtinns for whirh tl*>y 
«.f*nild U» .il««rt^ and be sure to ciuestlon parents carefully 

»h^ imqpihlp orrurrnnm of a onntralndicating reaction to 
any prpvious vaccination; and 
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•mx-h ».»hnr I •nrjiwjn an is neressary to ascir" th*f dix* 
caution ts ex -raised by physicians in rWidinq whothor 
to .•vbiinintsr any Additional vaccina affr a potentially 
significant reaction to An •ariier inoculation. 

wo rrvxiqnize *hA* rxjr rrmwp differs with the AAP ^<xl Rrr* Cmp\\t*,H> on 
i*n mrr^nt nnnt vindications polWon. Ve nope that futurn oproitunit" will 
I r»»..»n* itself tn diBOunn thos* concerns with tho p^d fv^k Ccrr»it 
' vwnvpr - th »* pun*w of the present request ib not to seek .1 chyiqn in »hn 
1»h' of contraindication* to OTP vaorine. P.ithor, tho pirj^n fa to n n ]jr. t 
AAP's arrive efforts to nntify it* imrtrrn of the need for careful adherence 
to the current Red Book And AC IP orwitra indications. 

of onurso, not rvr.n« vacciaition in thn faon of .1 ~™t rAifrJi^At mn 
rnjwU.1 .n ratAAtmpbo, nut oh thp pater ial in Attacbn*»nt M lndir.it*. 
tl^m hAvo hp.-n siirh reer b, Rv»»n one mirh result- 1a tm tnw, tvr.ui'* thf* 
part of th* PTP problem in avoirfAhle. Yet *b the illustrative excerpt* 'ran 
p-nrents letters to ua in Attachment I? indicAt". rair physicians, IperhM* 
nviny) appear to be unaware or unobservant of these contraindications, d'^pitp 
parents pleas for rant ion. (4a believe a stron.7 effort bv the AAP to brirvj 
this problem to the attnntion of its nwrbers would he a verv positive stop in 
'he riq^ dirfn-tion. Hopefully, also, n n v mirh written not irr muh! ho 
r1l*»riNj».«1 to mir parents as well, thereby pmvldinq nereitsAry consumer fas 
wuli as proviner) education. 

Wo .ippr*>ciAte vnur consideration of this mcpieqt and would be pl^.TwH t.n 
v^rk w;*-h th« AAT- on this effort, lust as we have on the National QuldhnoJ 
Vfla?i noninjury Compensation Act. 



Slnrernly, 




Jeffrey H. Schwartz, t'ronder.t 
Dissatisfied Parents Together (f*PT) 



," J r . Hi4rf»It Ha>J<j>-l'', 
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Wllaon y. United Sutra , U.S. Olatrlct Court, N.D. Ca., Ho. C.A. C80-1325A, July «, 
1982 (Infant received OTP inoculatlona at a U.S. laMunliatlon clinic froe 1973 to 
1975 . . . the ahota werr glvrn by trchnlciana . * • after the flrat ahot, Infant 
began Jer\tng approximate ly oner a day . . . the Jerking increaard after the aecond 
ahoi • • • after the third ahot the Jerking became «ore noticeable and frequent, the 
chUd'a tyaa rolled aackwarda .and he began having Infantlla apaaaa . . . the fourth 
ahot waa given even though the> child waa on medkcctlon to prevent infantile apaama 
. . . aa a reault of hla reactiona to the pertuaala component of the vaccine, the 
child pow haa an XQ of 30 . . , child and hla aother brought an FTCA action agalnai 
the US for failure, to obtain her informed conaent befort giving the child the ahota 
. . . aother waa never informed that brail damage waa a rlak of the> ahota . . . 
dlat rlc t court ruled in favor of ■ tfca child and awarded $2 ,370, 000 including 
11,860,000 f*or v future inat it jt lonal core; 1610,000 for loaa of future earninga; 
1*5,000 for future medical eapenaea and $55,000 for paat aedlcal expenaea . . . ATLA 
aaobar William H. Schroder, Atlanta, Ca, rapraaaotad plalotlff) (caaa waa aettled 
aftar trial . . . mother waa awarded $350,000 • . » if child ilvte hla normal Ufa 
apar. ha will racolvo $17 million) „ 

%- 

•araon v. Ell Lilly , Mo., St. touia Clr. Ct . , 1974, 17 ATLA Nawa L. U9 (April 1974) (3 
month old healthy Infant boy began eerlaa of DPT inoculatiooa accompanied by oral polU • 
.ryalltla vaccine ... no reaction to flrat injection . . . experienced a convulaion after 
,ad injection one aonth later ... 2 aontha later ha received 3rd inoculation of one-half 
doaage DPT . . . developed high favor with convulaona that evening . . . now haa a recur- 
rent convulalve dlaorder ... ha brought action agalnat pedlat rlclana and drug mfr, 
alleging that warning on package inaort waa inadequate . . . warning atatad that if reac- 
tion to any one doaa waa aavere. the volume of aubaequent doaee ahould be reduced and 
additional Injection* given to complete the adminiatration of the recomoended total doao 

. . plaintiff alleged that warning against any further inociRmtlona ahould have bean 
Klven alnce numerous article! in medical literature reported neu?b4<s£ical complications 
following Injection of pertuaala vaccine in some infanta and indicated that sYch complica- 
tions should be considered a contraindication to further inoculation . . . defendants 
SfTTLED for $150,000 . . . ATLA Member C. Harahall Friedman, St. Louie, Ho ., represented 

""^■V/ " nit ' d . 5 "«" * Richardson - Merrell. U.S. Dist. Ct., 5.D. W. Va. (filed in |97«, settled in 
Jan. m2) (plaintiff infant was given first DPT shot in \9?k at U.S. health clinic in w>st Germany . . . 
>h* had "excessive screaming" reaction ... no i»jae,ion to second shot . . . third shot given at U.S. army 
clinic in Virginia . . . plaintiff suffered post-pertussis encephalopathy ... she brought suit against the 
United States and the mfr of the vaccine, alleging that the mfr was negjigent in not including the 
encessive screaminp reaction as a contraindication to further DPT shots in its \S7k literature and that 
the U.S. was negligent in not warning plaintiff S parents not to have further DPT shots given to her 
after she suffered this reaction and in failing to establish that she had a prior reaction before givine her 
the third shot . . . defendants SETTLED for $600,000 . . . ATLA member Monte Prieser, Charleston, W. 
VA., represented pUmtill) 
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I/»ttp r tl - dated 1/3/^ i 

"I have a v^ry hiq problem. ... My pediatrician* startpd my [twin] 
bnvs on their 1st n.P.T, Rhnts nn Frirtav, rrti^ir 2^, 1<1A2 and on Monday, 
Nnwntyr 1st, V$*2, the biggest of mv tnvp started hiving §ei7iirf»s . . ,', 
'Th#» chi Id I was ir a mild coma rind secures for 4H hrs. T Kwe askgj all the 
dor-tors r-oneerned in his rase if the shot could havq r r1 nH this"! fhev tell 
mo mnro than likelv not , vet I feel tiw avoid mv questions. ... My hiooASt 
concern is my pediatrician is trylnq to got jn* to qtvo [both twinsi their 
s*»oond shot. I am terrified and don't know whnt to do. So could you please 
send mo ftoinp inforrmtion . , fl9 soon as possible, T can't hold my doctor off 
without sane wander, but he's my child." 9 



I/>tter t? - dated 3/7/33 

Abnut 5 days fafter our son's second DPT shot) Htart'xl to Kiv» 
<;t rf nin<vBpcll8 lasting 45 sees, to 2 minuter*. Hp was admitted to the 
hospital, tod a normal and was disctorqod on Pncnobarbitol . The seizures 
stopped, in June of 1981, he was due fcr his third shot & I again questioned 
the doctors reminding them of the problem four son] had with F-nzun-F. Pnth 
the pediatricians and neurologist said the DPT shot had not contributed to 
Ms secures, To .satisfy me, they only qave him \ of the third done. 
Nf*«rilpn* \n q^y, S or 6 days later the seizures started again mor«* revere , 
.♦nr^ prnlonqed ai»d mom frequent. He wan hospitalized for 3 we**s and wns 
hiving up tn fiO f ocn 1 rotor seizures daily. He was transferred to the ICU 
when he eventually went into status seizures. . » T 

"We brought him homp on 5 types of medicine daily. He was sleeping 20 
hrs/uay and I fplt we were losing him. 

"I ca Hod the Mayo Hinic [,md! aftnr seeing [our sonj and listnninc to 
<-*ur s»ory they ,iqre r >d with what we felt all nlonq — th*> DPT iniectiors had 
r-'»nt rihuted t<> the start of lour son' si seizure problems. They said there 
was no way of proving that but it was very likely the cause, 

"My husband & I felt panqs o^ quit ever sinry*. Whv did T, especially 
«•■ : nee T ain a rmrsn, allow him to qpt th^s»» DPT shot? Dut , mm importantly, 
whv did th«« doctors ignore nc when I rminded them. . . {Uir sonl is still 
uncontrol sometimes having 20-30 seizures per day." 



Id'i tcr I 1 - ilued 3/i /H\ 

"(ujr sonj was qivnn his 1st DPT shot at 3S months. T w.ts tn) f i nnly 
»h. t t he iright cry a lit Me and ho fus«?v. Aftnr hrs, of high pitched cryxnq 
: fMll»>d Dr. Hn said its the shot - nothing to worry about. {Our sonl 
finally nxhauoted himself and fell asleep after 12 hrs. of crying. 

'Tor^nnd sho* w--»s mvnr at 4S rr>q. t hily l<>fl^| . within 7 hr«. 'h^ 1 h>» 
trmp. r c.illfvi riontor - ho ".iHiqo';tftl a warm Kith, Aftft thi> Kith *™ir 
s r' w»»r t into •> (ir.iml «w»:7ur ri mm.) I didn'» k?«^- i» v*is 

.»» tj,-i»». (*a)!**d do *rr - h*» said 'it wis iust a ro.vn»n t'i the chot . 
If }.»■*!« ok tiv, don't worty. ' 

" III i : .1 *;lv^ - r -S m-'.. 

"J-"tir^. !.K»t - IH m^s. . . 




• • r>" . f* n !»-«l r Km :• : i w-..^|^,i Vj c'.P. in «»rli rtr'i.r 
that fy^ n.iy .T'-^r t 1 1 k . 
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Mr.*ScHWART%. Thank you. 

Senator Hawkins. I believe you were here at previous hearings 
when \ye heard testimony from the administration, as well as the 
Pediatrics Association, that they were now. printing a warning and 
distributing that warning, signs to look for, and giving it to the 
parents prior to having the child inoculated. Obviously, that is not 
working universally. 

Mr. Schwartz. No, Senator Hawkins, it is not. The letters we re- 
ceive continue to say, "Our doctor never told us that there was any 
risk/' Even the stories at the public health clinics, where supposed- 
ly authorities are to distribute these totally inadequate information 
forms, parents sometimes don't get them. They are rushed into the 
thing. They don't get a chance to read thejm. They have no opportu- 
nity to discuss the information. Their children aren't even given 
exams of their ears and throats in many cases, I mean a simple 
physical exam to ascertain whether they are currently! ill. 

This system really can be ma^e a lot safer just witttdhe existing 
vaccine if we honor the contraindications that are there, if we ex- 
amine our children, if we ask some questions. These supple safe- 
guards have been and continue to be ignored all too frequently and 
everything has been assumed to be fine. 

Senator Hawkins. Could you discuss the vaccine injury table in 
S. 2117? 

Mr. Schwartz. Yes, Senator Hawkins. The vaccine injury table 
is a concept that either HHS has misunderstood or deliberately dis- 
torted. Now I know that they have high quality lawyers there and 
they are able to read legislation. So that raises an interesting ques- 
tion. 

It is very clear that the vaccine injury table creates a presump- 
tion. If a parent can demonstrate — the parent has the burden of 
proof— that a child fits into the conditions of the vaccine injury 
table, then they would be entitled to compensation unless, by a pre- 
ponderance of the evidence, the record demonstrates that there is 
another better explanation for' the child's illness or disability. 

When HHS says "incontrovertible evidence" would be required 
to show an alternative causation once a child fits within the condi- 
tions of the table, that is sirpply wrong. That is not what the bill 
says. I don't know where they got that, but that is not what the bill 
says. If they would read page 20 of the bill, they would see what 
the standard is in order to disprove a vaccine relationship 

Also, if they want to know where we got this, the Academy of 
Pediatrics came up with the idea for a vaccine injury table initial- 
ly We met with them, and we said we like the concept of a pre- 
sumptive table, so parents will know if they if their children will 
be eligible for jcompensation or not. We has some problems with 
the table that the AAP had initially devised because we didn't 
think it correctly reflett the medical literature. So we looked at the 
National Childhood Encephalopathy Study in England. I commend 
it to the Health and Human Services Department because they 
commended it to us. If they would read it again, they would find 
that, it shows that statistically significant excess levels of convul- 
sions with long-term consequences are occurring up to a week after 
the DH 1 immunization. 4That is what the study says. 
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Their own study, the UCLA study, funded by the FDA, shows a 
ftrong correlation with these kinds of reactions. Of course, the 
UCLA study didn't look at reactions occurring more than 48 hours 
after vaccination. 

So when HHS says, "We don't know where we got this table," we 
got them from the places that HHS told us to consider. In fact, we 
got a lot of the data from an HHS report from the National Center 
for Health Statistics, called "Estimated Cost of Selected Medical 
Events Known or Suspected to be Related to the Administration of 
Common Vaccines," April 1981. This is an HHS report. 

Why were they doing studies on the cost of compensation for 
events which don't occur? 

Senator Hawkins. Good question. 

Mr. Schwartz. Why haven't they read their own report? We 
didn t make this up out of thin air. 

There would be no compensation if a child has not suffered per- 
manent damage lasting longer than a year or hospital expenses of 
at least $2,500. That would have to be a pretty significant event, in 
light of what is found in the National Childhood Encephalopathy 
Study and their own study, the UCLA study— namely, a lot of par- 
ents don t even hospitalize their kids or bring their kids to a doctor 
when the children have a seizure. The parents may not even know 
what a seizure is because the doctors haven't informed them of 
what subtle neurological signs mean. So we are talking here of 
compensation only for pretty major events. * 

HHS poses a worst-case notion here. I mean, they really create a 
strawman in their testimony when they say, if all these children 
could come in, they could all get scads of money, lawyers' fees 
could added up, children could all get compensation for pain and 
suffering, and that is why we shouldn't pass the bill. 

Well, if they would look at the safeguards of the bill, I think the 
safeguards are there to prevent the Treasury be looted. I think 
their real fenr is that they know the truth. In their hearts they 
know the truth— there are many hundreds of children out there 
who will be entitled to compensation because they have been se- 
s verely injured by these vaccines, and HHS doesn't want to admit 
ti::-.t. 

Senator Hawkins, if you will bear with me, I just want to read to 
you something from Science magazine that goes to the issue of 
HHS s willingness to admit the truth. 

The article from Science says: 

Federal responsibility for the development of new vaccines is notably imprecise 
Hesides diffuseness of responsibility, the picture is also blurred by reluctance among 
vaccine workeis to discuss problems openly when they arise. This is because of the 
understandable tear that public confidence in vaccines and vaccine authorities will 
he eroded 

None of this impjies that faults have been covered up or that the public has been 
conspired against in some kind of way but there are dangers that problems will be 
de-emphusized in any system that discourages the fullest possible discussions, as 
some believe has been the case 

Kor instance, a recent article on ' Reactions with Viral Vaccines" says, "There 
has been a tendency on the part of certain higher government circles to play down 
am open discussion of problems associated with vaccines Perhaps this has been 
overdone Scientists now find themselves in the position of balancing benefits of a 
vaccine against the risk, yet are in no position to judge what the long-term risks 
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Then the urticle goes on to say that— 

The agency is failing in improving the quality of vaccines and assessing the 
longer-term risks and benefits associated with vaccine use. 



There has been curious inertia in seeking out or pursuing research data with im- 
plications for a regulatory decision. Specific research areas in which the coverage is 
most commonly faulted are the improvement of existing vaccines, particularly, 
among others, pertussis. 

Now the thing that is most upsetting about this article in Sci- 
ence, Senator Hawkins, is that it was written in 1972. We are in 
1984. Will we be here again, reading ; that we need a safer pertussis 
vaccine in 1996? 

Senator Hawkins. Not if it's up; to me. 

I have three cosponsors for this bill. Senator Hatch bravely co- 
sponsored it, Senator Slade Gorton from Washington, and Senator 
Matsunaga — so that is 3 of all of the 100 Senators. A lot of them 
are waiting for the outcome, they tell me, of this hearing today, be- 
cause there is some concern that, if we have compensation, we 
should not allow the parents to sue, also. They want that removed. 

If this bill were enacted, in your opinion, Jeff, do you think some 
parents might switch to the compensation bill in lieu of the tort 



Mr. Schwartz. I truly believe, Senator Hawkins, that there 
would be a number of parents who, if given the option, would 
choose to go the route of the compensation option. Parents who 
have children who are severely handicapped don't need the hassle 
of a lawsuit too. They don't need all the pain and delays and ex- 
pense, et cetera. All that parents want to do is protect their kids. If 
they had a reasonably sure, reasonably simple, reasonably equita- 
ble, and reasonably inexpensive^way to get compensation for their 
children, I think lots of parents would choose that, even though 
they might get less under that system than they might under the 
tort system. But parents will insist on their right to choose what is 
best for their children. 

That is why we support the bill, even though it does not author- 
ize punitive damages under the compensation system, even though 
it authorizes no pain and suffering for the parents, because the 
concern is for the children. Yes, I think many would switch. Yes, I 
think that would save money. Yes, I think that would in the long 
run be more just. But, again, the option to sue must be preserved. 

Senator Hawkins. Thank you. 

You indicated in previous testimony before the committee that 
you had some correspondence written, answers to some questions 
that you submitted to HHS. I wonder if you could submit them for 
this record. 

Mr. Schwartz. We would be pleased to do so. 
Senator Hawkins. Thank you so much. 
[Information supplied for the record follows:] 



It says: 



suit? 
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DfcPARlMfcNTOF HI ALTII & HUMAN M RVK IS PljtM , 

' Cf«lf»\ \.» U<te4t« COnfl 



July 20, 1983 



Mr. Jtff rey Schwartz 
Dissatisfied Parents Together 
Box 563, 1377 K Street, NU 
Washington, D.C, 20005 

Dear W, Schwartz; 

Enclosed are answers from COC and FDA to questions 1-7. TO and 11 and oartial 
answers to question 9 contained in your litter of Aprl 29. BecaulS aEEm 



a L questions relating to pertussis vaccines and manufacturers, 

l25*5?5 * ivpfh/ n I^ tl0n ° n the , three 1 tensed companies (Connjught, * 
Lederle, 4 uyeth) which are currently engaged in interstate. commerce. 

b«2u« 27tSS„SlMI2 Ch,gan ? nd "" 54Cnu5 ««* P^ducts 1s not Included 

b „f2 ;'! h0u ? h V 1 ?* " e a,5 ° "cwsad, they are not distributing their DIP 

products for sale interstate. 



Sincere 

ralter R. Dowdle, Ph.D. 

tirector, Center for Infectious Diseases 

and 

Chairman, Interagency Group to Monitor 
Vaccine Development, Production and Usage 



Enclosures 
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1, PLEASE PROVIDE THE FOLLOWING INFORMATION WITH RESPECT TO EACH REPORT OF A 

POSSIBLE REACTION TO, SIDE EFFECT OF, OR COMPLICATION ARISING AFTER, THE 

ADMINISTRATION OF ANY VACCINE CONTAINING PERTUSSIS WHOLE CELL OR EXTRACTED 

MATERIALS, OF WHICH HHS DEPARTMENT (FDA, CDC, OR NIH) IS AWARE. . . 

The monitoring system for Illnesses following Immunization operated by the 
Centers for Disease Control and the form on which Illness is reported are 
described 1n Attachments 1-4. All forms received for the years 1979-81 have 
had identifying Information removed and have been microfllmfcd. They are 
available at a cost of $25,20 from the Centers for Disease Control, Atlanta, 
Georgia 30333. These microfilms include most of the information requested in 
Question 1 with the exception of: State and locality in which vaccine was 
administered, nature of the licensure of the person administering the vaccine, 
number of pertussis Inoculations received prior to this Inoculation, and 
followup beyond 1 week. All reports at CDC 1979-1962 have been received on 
these forms which have been submitted through State health departments, 1982 
forms are 1n process of being readied for microfilming; 1t 1s anticipated that 
they will be available before the end of this fiscal year. To our knowledge, 
reactions to DTP reported to CDC before 1970, are 1n the Federal Record Center 
and may be In labeled files although Individual reports, letters, or memoranda 
may have been filed with other materials. To the best of our knowledge all 
reports made to State or 'jcal health departments of significant adverse 
reactions following DTP vaccination would have been reported to CDC or to tne 
Office of Biologies, FDA. Information concerning adverse reactions to 
pertussis containing vaccines reported to FDA for the years 1977 through 1983 
from a variety of sources are 1n Attachment 5. 

^. WITH RESPECT 10 "REPOOLING" Or "REWORKING" OF VACCINES CONTAINING 

PERTUSSIS WHOLE CELL OR EXTRACTED MATERIALS, PLEASE PROVIDE THE FOLLOWING 
INFORMATION; 

(a) A COPY OF RELEVANT FDA REGULATIONS, GUIDELINES, PROCEDURES, 
ADVISORIES, ETC, GOVERNING THE "RFPOOLING" OR ''REWORKING" OF 
SUCH VACCINES; 

(b) A SRI EF STATEMFNT OF THE CONDITIONS UNDER WHICH "REPOOLING" OR 
"REWORKING" OF THE VACCINE IS PERMITTED UNDER CURRENT FDA 
REGULATIONS, GUIDELINES, ETC. AND OF THE LIMITATIONS ON 
"REPOOLING" OH "REWORKING" WHICH ARE IN EFFECT UNDER THOSE 
REGULATIONS, GUIDELINES, ETC,; 

(c) THE NUIiCER OF TIMES A PERTUSSIS-CONTAINING LOT OR BATCH MAY BE 
"REPOOLED" OR "REWORKED" IN WHOLE OR PART; 

There are no published regulations or guidelines which deal specifically with 
the "repooling" or "reworking" of pertussis vaccines. However each 
manufacturer has a specific internal procedure which he follows. Vaccines 
which have been "repooled" or "reworked" are assigned a new lot number. That 
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lot is then subjected to all tests and procedures required for the release of 
a new vaccine lot. ThoseTests results are recorded In the product protocol 
and in the records retained by the manufacturer. 

(d) THE MANUFACTURER'S NAME, BATCH AND LOT NUMRER FOR EACH 
PERTUSSIS-CONTAINING VACCINE WHICH HAS BEEN "REPOOLED" OR 
"REWORKED" AT LEAST ONCE, SINCE 1/1/50; 

Information identifying vaccine lots that have been "repooled" or "reworked" 
is not held by the Office of Biologies, but is a part of the manufacturing 
record retained by the manufacturer, 

(e) WHETHER "REWORKING" OR "REPOOLING" CAN UNDEP SOME CIRCUMSTANCES 
RESULT IN THE VACCINE'S REACTOGENICITY OR NEUROTOXICITY 
INCREASING (AND, IF SO, THE CIRCUMSTANCES UNDER WHICH THIS MAY 
OCCUR). 

There are no data of which we are aware to support the possibility that 
"repooling" or "reworking" can Increase a vaccine's reactogenlclty. 

(f) THE MANUFACTURER'S NAME, BATCH AND LOT NUMBER FOR EACH 
PERTUSSIS-CONTAINING VACCINE WHICH FAILED EITHER THE POTENCY OR 
TOXICITY TESTS (OR BOTH) WHEN TESTED EITHER BY THE MANUFACTURER 
OR BY THE FDA (SINCE 1/1/50 - PRESENT). ™aiiuklk 

All vaccine lots which are submitted to the Office of Biologies (OB) with a 
release protocol have passed oil of the manufacturer's tests including those 
for potency and toxicity. Occasionally a manufacturer may submit a sample for 
concurrent testing at OB and at the manufacturing facility. Such lots are not 
considered for release until a protocol wUn all of the required information 
is submitted by the manufacturer, in some Instances, concurrently tested lots 
are withdrawn by the manufacturer and not submitted with a release protocol. 
Data most readily available at OB are presented in Attachment 6, and include 
the manufacturer's name and lot number for each vaccine containing a pertussis 
vaccine component submitted with a release protocol that has failed the OB's 
tests for pertussis potency and/or toxicity since 1978. To provide data prior 
to 1978 would require a laborious search of records some of which are in 
storage in the Federal Records Center. 

3 * PLEASE SUBMIT ONE COPY EACH OF ALL DOCUMENTS WHICH FORMED THE 

BASIS FOR INITIAL FDA LICENSURE DECISIONS WITH RESPECT TO EACH 
CURRENTLY LICENSED PERTUSSIS-CONTAINING VACCINE SOLD IN THE 
U.HTFD STATES. (IF THIS IS NOT POSSIBLE, PLEASE EXPLAIN WHY AND 
PROVIDE FULL CITATIONS TO THE RELEVANT DOCUMENTS.) 

Copies of all documents which formed the basis for initial licensure decisions 
with respect to each licensed pertussis-containing vaccine current^ sold in 
the United States are found in Attachment 7. It should be noted at the time 
of licensure of these DTP vaccines, some manufacturers obtained a license for 
each individual component of a combined vaccine, prior to filing a license 
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application for the combined product. Therefore, we have enclosed a copy of 
the appropriate component's approval documentation to supplement the 
manufacturer's Initial license approval for DTP, 

(b) PLEASE SUBMIT ALL ADVERSE REACTION DATA SUBMITTED BY THE VACCINE 
MANUFACTURER (WHICH WAS REQUESTED TO PROVIDE SUCH OATA BY THE 
FDA) IN RESPONSE TO THE FINAL REPORT OF THE PANEL ON REVIEW OF • 
BACTERIAL VACCINES AND TOXOIDS (AUG. 1979). 

Attachment 8 responds to this request. 

4. (a) PLEASE PROVIDE ALL INFORMATION WHICH TENDS TO SHOW WHETHER THE 

ELI LILLY COMPANY'S TRISOLGEN PRODUCT WAS MORE 
REACTOGENIC/NEUROTOnC, LESS REACTOGENIC/ NEUROTOXIC , OR ABOUT 
THE SAME AS WHOLE CZLL PERTUSSIS-CONTAINING VACCINES. 

THsolgen Is the trade name of a DTP adsorbed vaccine manufactured by Ell 
Lilly. The pertussis component of this product 1s an extracted, rather than a 
whole-cell, antigen. This vaccine was distributed from the early 1960 1 s until 
the mid 1970's, at which time EH Lilly ceased the manufacture of most 
biologies. There are few published studies of which we are aware 1n which 
this vaccine was compared to whole cell vaccines. In the report of Welhl ct 
al., (Am. J. DIs. of Children J06: 124, 1963) there are data which indicate 
that children who received the extracted vaccine (Trlsolgon) had fewer febrile 
reactions (defined by these Investigators, as febrile responses greater than 
0.5 degrees above normal) and fewer local reactions at the site of Injection 
than did "children given any of four different whole-cell vaccines. Serious 
neurological reactions were not described. 

This product was reviewed by the Panel on Review of Bacterial Vaccines and 
Toxoids (see Final Report, Volume 1. August 1979, pp. 293-297). In their 
report, they state M 1n the matter of safety, the data give the general 
impression that the vaccine containing extracted pertussis antigen is somewhat 
less reactive than whole-cell pertussis vaccine 1n terms of local an^ minor 
systemic reactions. There 1s not sufficient basis to assume that this vaccine 
is any more or less safe than whole-cell vaccines In terms of the very low 
risk of serious encephalopathy reactions which accompanies the use of 
pertussis vaccines." 

(b) PLEASE PROVIDE ALL INFORMATION ON THE 

REACTOGENICITY/KEUROTOXICIT* OF THE WYETH LABORATORIES' 
EXPERIMENTAL PRODUCT USING THE LILLY PRODUCTION-EXTRACTION 
METHOD OBTAINED IN THE CLINICAL TRIALS OR OTHER STUDIES OF THIS 
PRODUCT. 

Recently, exper iir.enta 1 extract vaccines, simulating this type of aceliular 

pertussis vaccine, were manufactured by Wyeth Laboratories. Clinical studies 

from two centers comparing two types of the DTP products containing whole cell 

vaccines were described by Brunei 1 at a workshop on new pertussis vaccines 

(Brunei! 1982) (Attachment 9). Data from one of these centers in 105 " * 
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children were recently published by Murphy et al. (1903). The authors 
describe four "notable" reactions. Two children who received extract vaccines 
experienced episodes of irritability and screaming following the first 
immunization. These children were given subsequent injections and were 
reported to be developing normally one year after immunization. A third child 
receiving an extract vaccine had a temperature of 40°C (104° F) after the 
third injection. One child given whole-cell vaccine also experienced a 
temperature of 40°C and was found to have otitis media when examined the day 
after immunization. These workers reported that no child had a convulsion or 
shock-like episode. The results of studies with this vaccine performed at the 
second center and also presented at the workshop have not yet been oubllslied. 
These clinical trials have not demonstrated that the extracted vaccine 
products are clearly superior to the existing whole-cell vaccines. 

(C) IN THE RONNEBFRGER AND ZWISLER ARTICLE REFERRED TO BELOW 
(QUESTION 7a), THE AUTHORS STATE, "DPT-VACCINES WITH WHOLE 
BACTERIA AS THE ANTIGEN PRODUCED ENCEPHALOMYELITIS IN 57.9% OF 
THE LEWIS RATS AND 37.0% OF THE WISTAR RATS. AFTER INOCULATION 
OF EXTRACTED PERTUSSIS ANTIGENS, ONLY 16.4% OF LEWIS RATS AND 
5.7% OF WISTAR RATS SHOWED NEUROTOXIC REACTIONS." (P. 182) THIS 
SEEMS TO SUGGEST THAT EXTRACTED PERTUSSIS VACCINES CAN BE LESS 
NEUROTOXIC TO MAN THAN WHOLE CELL VACCINES. IN LIGHT OF THIS 
INFORMATION, PLEASE EXPLAIN WHY YOU THINK THE WYETH EXPERIMENTAL 
PRODUCT CLINICAL TRIAL DATA DID NOT DEMONSTRATE THAT THIS 
EXTRACTED VACCINE WAS "SUPERIOR TO THE EXISTING WHOLE CELL 
VACCINE" FROM THh' STANDPOINT OF POTENTIAL 

REACTOGENICITY/NEUROTOXICITY (ACCORDING TO DR. BRANDT'S JULY 21, 
1982, LETTER TO REP. DAN MICA, QUESTION 15)? 

Konneberger and Zwisler reported on the ability of pertussis vaccines to 
enhance the antigenicity of guinea pig spinal cord, a foreign central nervous 
system (CNS) tissue, when injected Into rats. Reaction against the Injected 
CNS tissue resulted 1n an experimental allergic encephalomyelitis (EAE). This 
way of inducing CNS disease exper 1mer>tally 1s not a new Idea. Use of 
adjuvants along with neural tissues from a foreign species has been commonly 
used for many years to study EAE. The Ronneberger and Zwisler article did not 
deal with direct toxicity of a component of pertussis vaccine on the CNS. TFe 
EAE enhancing activity n^y or may not be related to other biological activity 
such as potential neurotoxicity. The reduced rate of late weight gain in the 
mouse weight gain test Is the laboratory procedure which correlates with the 
clinical reactogenlcity of pertussis vaccine [for further dlscuision, see 
response to question 5'(a)]. In the discussion of their publication, 
Ronneberger and Zwisler state that "The recommended bioassay showed good 
correlation with the common toxicity tests performed with pertussis vaccines, 
such as the mouse weight gain test or the leukocytosis tests, and the increase 
of histamine sensitivity of mice." It is not clear that the procedure they 
have used has any advantage over the types of tes*3 currently used world wide 
for this purpose. In addition, we should also note that the extraction 
procedure used by aonneberger and Zwisler was not described in their article 
and It Is therefore difficult to make a meaningful comparison between their 
extract vaccine and that produced by Wyeth. 
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Finally, as stated In our answer to question 4(b) above, the available 
clinical data do not support the suggestion that the Wyeth experimental 
pertussis vaccine was less reactogenlc/neurotoxlc than whole cell vaccine, ( 

(d) HAS FDA DONE (OR IS FDA AWARE OF) ANY COH>AR/lTIVE RISK-BENEFIT 
ANALYSIS OF WHOLE CELL PERTUSSIS VACCINES AGAINST EXTRACTED 
VACCINES? (IF NOT, WHY NOT? IS SUCH A .COMPARATIVE ASSESSMENT 
PLANNED? IF SO, WHAT DID THE ASSESSMENT SHOW?) 

See response to questions 4(a) and 4(b) above, 

5. IN DR. PETRICCIANI'S NOVEMBER 17, 1982, LETTER TO BARBARA FISHER, VICE 
PRESIDENT OF DISSATISFIED PARENTS TOGETHER, THE STATEMENT IS MADE THAT, 
"THERE IS NO LABORATORY PROCEDURE WHICH IS ABLE TC EVALUATE A VACCINE'S 
TENDENCY TO PRODUCE ABNORMALLY HIGH FEVER, CONVULSIONS, COLLAPSE, 
EXCESSIVE SCREAMING OR POSSIBLE BRAIN DAMAGE." (PAGE 4) 

* a. PLEASE EXPLAIN HOW THIS STATEMENT CAN BE RECONCILED WITH (1) THE 
EXISTENCE OF THE PROPOSED ANIMAL ASSAY PROCEDURE RECOMMENDED FOR 
PRECLINICAL TESTING OF PERTUSSIS VACCINES IN RONNEBERGER & 
ZWISLER, "ALLERGIC ENCEPHALOMYELITIS IN RATS--TOXICITY ASSAY FOR 
PERTUSSIS VACCINES> FURTHER STUDIES IN THE ASSESSMENT OF TOXIC 
ACTIONS, ARCH. TOXICOL., SUPP. 4, 179-183 (1980); (11) THE 
EXlSTENCEnrTPrTTOTfTOXICITY TESTING GUIDELINES UNDER 
SECTION 4 OF THE TOXIC SUBSTANCES CONTROL ACT; (111) THE ANIMAL 
TESTING MODEL/PROCEDURES USED BY STEINMAN, ET. AL., IN "MURINE 
MODEL FOR PERTUSSIS VACCINE ENCEPHALOPATHY: LINKAGE TO H-2," 
NATURE, VOL. 299 (OCT. 21, 1982), PP 738-40; (1v) THE EXISTENCE 
OF THE "OTHER LABORATORY ASSAYS FOR WHOLE CELL PERTUSSIS VACCINE 
(INCLUDING) A TEST FOR MOUSE LABILE) TOXIN" WHICH ACCORDING TO 
THE ABOVE REFERENCED LETTER TO MS. FISHER, ARE REQUIRED BY THE 
JAPANESE GOVERNMENT: AND (v) THE NUMEROUS ANIMAL STUDIES OF 
FEBRILE SEIZURES, ETC. REFERENCED IN NELSON AND ELLENBERG, 
FEBRILE SEIZURES , NEW YORK: RAVEN PRESS (1981). 

Th, statement was made because we are still unaware of any tests which are 
capable of predicting the ability of a vaccine to produce abnormally high 
fever, convulsions, collapse, excessive screaming, or possible brain damage. 
Many investigators have tried to define the components of vaccines which might 
be involved in eliciting such effects. It is known that the vaccine may 
contain a variety of biologically active substances, Such as endotoxin (as do 
other vaccines derived from gram negative bacteria) and LPF. A variety of 
procedures have been utilized in many laboratories 1n an attempt to evaluate 
the "toxicity 1 ' of pertussis vaccines. Several of these tests were used in a 
recent report by Hooker (J. Biol. Stand. 9: 493-506, 1981). She concluded 
that based on her evaluation the "seven day weight gain test and the 
hyper insulinemia test appeared to be the most sensitive to differences between 
vaccines. 11 As you know, a mouse weight gain test has been used for measuring 
the "toxicity" of vaccines in some laboratories for many years. This type of 
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assay is in use in the U.S. Some workers have shown that vaccines w.iich are 
more reactive in this assay are associated with more reactions in children, 
but others have found no such relationship (reviewed by Hooker). This assay 
is often considered to be measuring the mixtures of toxic materials which may 
be produced by B. per t ussis , including endotoxin and LPF, and it is assays of 
this type that are used throughout the world by biologies control agencies. 

(1). The paper by Ronneberger and Zwisler (1980), as stated in our 
response to question 4(c), extends the observations previously made by many 
workers to show that pertussis vaccines when injected along with foreijoj} 
central nervous system tissue, such as spinal cord, elicit an allergic* 
encephalomyelitis (EAE). As Indicated above, these workers have reported that 
when the neurotoxic activity, as defined by EAE, was compared to the toxicity 
of a vaccine as evaluated by a mouse weight gain or h1$ti»1ne sensitizing 
assay, good correlation between tests was obtained. Although this typr of 
assay has been proposed as a tool for assessing the toxicity of pertuL3is 
vaccines, we are unaware that any data are available to correlate the results 
of such a bloassay with the ability to predict the ability of a vaccine tc 
Induce neurologic reactions in Infa^s. The correlation of such an assay with 
neurological events considered to be rare in number would be very difficult to 
establ ish. 

(H). The fPA neurotoxicity testing guidelines relate to techniques for 
developing data on morphologic changes in the nervous system for chemical 
substances and mixtures subject to such testing under the Toxic Substance 
Control Act (TOSCA). The types of tests Included In these guidelines were 
specifically tailored to the assessment of toxic substances defined in the Act 
and are not directly transferable for the purpose of testing pertussis 
vaccines for their ". . . tendency to produce abnormally high fever, 
convulsions, collapse, excessive screaming or possible brain damage". 

On the other hand, recent research with biological toxins has utilized more 
specific and sensitive studies at the cellular, subcellular, and molecular 
levels. Such studies may permit a better understanding of the physical and 
chemical nature of a toxin, its Interaction and effect on host target tissues 
and eventually may allow the design of specific tests for such toxins* 
However, it would be necessary to show that such tests correlate with clinical 
reactions before they would be considered for routine use in control testing 
of pertussis vaccines. 

(in). The paper by Steinman et al is of course of great interest. However, 
as indicated in our comments above, we arc not aware that any correlation has 
yet been made between the observations, and the ability of a vaccine to induce 
severe reactions in- children. These authors suggest that their model may 
pre. ide insight into the pathogenesis of immunization-induced neurological 
corn;.] icat ions. We will be following this work with great interest. However, 
it should be pointed out that the most effective method for solving the 
problem of serious adverse reactions probably lies in the development of 
improved vaccines. (See also our response to Question 5(b) below). 
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(iv) . As discussed above, many different laboratory assays have been 
proposed for evaluating toxicity of vaccines, and different control 
laboratories 1n different countries may use different procedures. WHO has 
recognized (see Requirements for Pertussis Vaccine, Thirtieth Report WHO 
Expert Committee on Biological Standardization. A. 3.4. 5. Toxicity Test. 
1979) that no single test has been developed which can predict untoward 
reactions. 

The mouse weight gain test Is a procedure that assesses the overall effects of 
endotoxin, LPF, and dermonecrotlc toxin. The Japanese government does require 
other assays for pertussis vaccines which are not required In the 
United States and we are not aware these are a routine requirement of any 
other national control authorities testing of pertussis vaccine. Those 
additional tests done In Japan Include a test for mouse-leukocyte Increasing 
toxicity and a test for dermonecrotlc (heat labile) toxin. At the time a 
product license 1s approved In the United States, evidence Is presented to 
show that the method for Inactlvatlon employed by the manufacturer Inactivates 
the dermonecrotlc *Jx1n of pertussis vaccine. Pertussis vaccines marketed 
under U.S. license do not contain blologfcally active dermonecrotlc tox n *nd 
this is checked by the absence of early deaths 1n the mouse weight gain tests 
done on each vaccine lot. The mouse leucocyte-Increasing toxicity test done 
by the Japanese measures the biological activity of LPF. This activity is 
measured by the reduced rate of late weight gain In the mouse weight gain 
test. 

(v) The experimental systems described in Febrile Seizures relate to the 
artificial Induction of hyperthermia In animals, and the assessment of 
subsequent seizures and pathological] lesions. Ke are not aware of Information 
to sugqest that if pertussis vaccines were used In those or other animal 
tests! that any of them Could predict the ability of a vaccine to produce 
abnormally high fever and seizures In humans. As pointed out by Or. Vannuccl 
In Febrile Seizures , 

"In addition, it Is clear that what we do by Inducing 
seizures with fever in animals is vastly different from the 
situation fn human beings, simply because many children 
manifest their seizures with fever at temperatures much 
lower than those at which we are able to obtain seizures i.: 
animals. Even in the youngest and most susceptible 
animals, one must induce temperatures well above those seen 
in the clinical setting. 

"Unfortunately, animals do not usually show us a graded 
range of biological variation in response to different 
levels of heat. Each species and age seems to develop 
seizures at a specific level of temperature. Further, 
seizure-susceptible, inbred strains are vulnerable only to 
specific stimuli: audiogenic, seizure-susceptible animals 
do not have seizures easily with fever. So as yet, we do 
not hove a good experimental model of febrile seizures in 
thr animal situation." 
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The use of limited resources for the development and clinical testing of 
Improved vaccines would seem to be a more productive approach than to divert 
those resources into research on an animal model for febrile seizures. 
However, if a test Is developed for febrile seizures which does provide good 
correlations with the human clinical situation, It would be evaluated with 
respect to its usefulness in testing current or new pertussis vaccines 

(b) WHAT RESEARCH, DEVELOPMENT, OR OTHER STUDIES ARE CURRENTLY BEING 
CONDUCTED BY, SUPPORTED BY, OR PLANNED BY HHS (FDA?, CDC? NIH? 
OTHER?) TO DEVELOP AN ANIMAL TEST PROCEDURE WHICH CAN BE USED 
EFFECTIVELY AS A PRELINICAL SCREENING MECHANISM TO DETECT 
VACCINE LOTS WHICH TEND TO BE MORE NEUROTOXIC/POTENTIALLY 
REACTOGENIC? 

The agency uses animal models such as lymphocytosis in mice and histamine 
sensitization In its evaluation of purified antigens and in its experimental 
programs of evaluation of LPF antigen content of vaccines (see transcript of 
Workshop 1982). These assays are being used to evaluate the bioactivlty of 
antigens which might be considered protective antigens. 

IS^?°ni. 0f * teinman et was supported in part by an NIH grant (NS 
ibc3b-oi). Researchers from England have begun studies of children who 
develop complications from pertussis vaccine. They hope to Identify a genetic 
marker in humans which may help to identify a subpopulatlon of children who 
are at greater risk to reactions to the vaccine. The feasibility of 
conducting retrospective or prospective HLA studies in humans In the United 
States is under review by NIAID, 

(c) WHAT CURRENT PLANS DOES HHS HAVE TO REQUIRE LICENSED 

MANUFACTURERS TO UTILIZE! ONE OR MORE LABORATORY TEST PROCEDURES 
FOR EVALUATING A PERTUSSIS VACCINE'S POTENTIAL 
NEUROTOXICITY/REACTQGENICITY (OTHER THAN THE MOUSE WEIGHT GAIN 
PROCEDURE WHICH ADMITTEDLY IS INADEQUATE FOR THE ABOVE 
PURPOSE)? WHAT CURRENT PLANS DOES HHS HAVE TO CONDUCT SUCH 
TESTING ITSELF? 

See comments under (a)(iv) above. At the present time, HHS has no plans to 
require licensed manufacturers to include additional tests for licensed whole 
cell vaccines. 

As new scientific information is developed, FDA would consider performing 
additional asc^ys on licensed products, and if there were a consensus that 
they were meaningful, they would be proposed as new requirements. 

6. IN DR. PETRICCIANP'S LETTER TO MS. FISHER REFERRED TO ABOVE, THE ANSWER TO 
QUESTION 21 WAS AS FOLLOWS: TITLE 21 OF THE CODE OF FEDERAL REGULATIONS, 
SECTION 211.198 REQUIRES THAT MANUFACTURERS HAVE WRITTEN PROCEDURES 
DESCRIBING THE HANDLING OF WRITTEN AND ORAL COMPLAINTS. BOTH THE OB AND 
THE ClNTERS FOR DISEASE CONTROL RECEIVE REPORTS OF ADVERSE REACTIONS. THE 
NATURE OF THEIR RESPONSE IS BASED ON AN EVALUATION OF THE REPORTED 
REACTIONS." 
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(a) PLEASE. PROVIDE A COPY OF EACH OF THE WRITTEN PROCEDURES ADOPTED 
BY WYETHi LEDERLE, AND CONNAUGHT IN CONFORMANCE WITH 21 CFR 
211.198. 

The provisions of 21 CFR 211.198 are part of the Good Manufacturing Practices 
for Human and Veterinary Drugs with which manufacturers of licensed biological 
products must comply. It was the Intent of the agency when these regulations 
were promulgated to provide manufacturers with as much latitude as possible 
for efficient review of the drug product complaints. Thus, the manufacturers 
are responsible for the development of their own Internal written standard 
operating. procedures In conformance with the requirements of 21 CFR 211.198. 
Manufacturers are not required to submit copies of their written procedures 
for handling oral and written complaints. 

(b) WERE THESE PROCEDURES REVIEWED AND APPROVED BY FDA? (IF SO, 
WHEN? IF NOT, WHY NOT?); 

The written procedures are reviewed as part of the FDA Inspection of licensed 
manufacturers. Inspectors examine the procedures for adequacy In terms of 
completeness, timeliness and follow-up action on all oral and written 
complaints received. Any significant deficiencies are brought to the 
attention of the responsible head of the establishment. 

(c) WHAT SYSTEMS, TECHNIQUES, OR APPROACHES DOES FDA USE TO ASSURE 
THAT THE COMPANY'S PROCEDURES FOR RESPONDING TO COMPLAINTS AND 
ADVERSE REACTION REPORTS ARE FULLY IMPLEMENTED AS WRITTEN? 

As indicated in accordance with Title 21 of the Code of Federal Regulations, 
action 211.108, the manufacturer must establish and follow written procedures 
describing the handling of all written and oral complaints regarding a drug 
product. A written record of each complaint Is maintained 1n a file 
designated for drug product complaint. The file should Include the following 
information, where known: the name and strength of the product; lot number; 
name of complainant; nature of complaint; and reply to complainant. When an 
investigation of the product records is conducted, the written record should 
include the findings of the Investigation and follow-up. When an 
investigation of the production records 1$ not conducted, the written record 
should include the reason that an investigation was found not to be necessary 
and the name of the responsible person making the determination. The 
manufacturers are inspected on a routine basis and the complaint files are 
required to be readily available for inspection. The Inspector can observe 
the implementation of the manufacturer's written procedures for handling 
complaints. 

(d) IS THE FDA AWARE OF ANY INFORMATION THAT THESE PROCEDURES APE 
f.CT BL:NG/GR HAVE NOT BEEN FOLLOWED IN ANY CASE? IF SC, PLEASE 
PROVIDE THAT INFORMATION? 

An extensive search of the inspection files for each biologic product 
manufacturer would be necessary to determine whether or not firms were ever 
found to be deficient in a particular area of the regulations. 
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A search of the Inspection files for the last 5 years (1978-present) for the 
three companies listed In question 6(a) failed to reveal any reported 
deficiencies 1n the manner In which they handle complaints. 

(e) IS THE FDA CONSIDERING EITHER REVISING SECTION 211.198 TO 
REQUIRE MORE EXTENSIVE FOLLOW-UP BY MANUFACTURERS IN CASES 
INVOLVING REPORTS OF ANY OF THE REACTIONS LISTED IN QUESTION 1 
(ABOVE) OR REQUIRING REVISION OF THE WRITTEN PROCEDURES WITHOUT 
ANY CHANGE IN THE REGULATIONS TO ASSURE MANUFACTURER TRACKING 
AND RECORDKEEPING OF SIGNIFICANT POST-REACTION SEQUELLAE? 

At this time, FDA 1s not planning to revise section 211.198, nor are we 
considering requiring revisions without a change 1n the regulations. 

7. IS THE HHS DEPARTMENT CONSIDERING ATTEMPTING TO DEFINE CATEGORIES OF 
POTENTIALLY HIGH RISK CHILDREN (I.E., POTENTIALLY AT HIGHER RISK OF 
SIGNIFICANT ADVERSE REACTION TO PERTUSSIS VACCINATION THAN CHILDR^ IN THE 
NORMAL POPULATION) FOR THE PURPOSE OF PROVIDING ADDITIONAL INFORMATION AND 
GUIDANCE TO PHYSICIANS, STATE AND LOCAL HEALTH DEPARTMENTS, PUBLIC HEALTH 
CLINICS, ETC.?. . . 

HHS Is Interested in Identifying factors which might predict significant 
adverse reactions to pertussis vaccination. As indicated 1n Section 3 of the 
report to Senatqr HawMns, we are currently reviewing policies and ^ 
recommendations/From other countries and consulting the medical literature 
with regard to current contra-1nd1cat1ons. Individual reaction reoorts 1n HHS 
or manufacturer files have been considered 1n determining contraindications In 
the past; use of this source of Information will be continued. The MS1FI 
system 1n particular 1s just now getting systematized. Such reports" will be a 
part of further considerations. Followup of all reports of neurological 
events reported following vaccination will provide additional Information 
about pre-existing conditions which 1s not present on the current report 
forms. We would be pleased to receive reports of reactions discovered In 
letters from parents and Include these 1n the considerations. The 
Department's approach to arriving at definitions of contraindications and 
precautions 1s through consultation with a variety of groups, Including but 
not limited to the Immunization Practices Advisory Committee (ACIP)and FDA's 
Vaccine Advisory Committee. Meetings of these committees are open to the 
public and announced 1n the Federal Register. The basis for the current 
recommendations of the Department of Health and Social Security, United 
Kingdom, and those of the ACIP and the AAP are under review by CDC. The 
results of this review are to be presented to the ACIP at its meeting on 
October 18-19, 1983. 

9. IN DR. BRANDT'S LETTER TO REP. MICA (REFERRED TO ABOVE), THE FOLLOWING 
QUESTION AND ANSWER WAS INCLUDED: 

"SHOULD PARENTS HAVE A CHOICE AS TO WHETHER TO GIVE THE [PERTUSSIS] SHOT?" 

"WE URGE THAT HEALTH CARE PROVIDERS DISCUSS THE RISKS AND BENEFITS OF ALL 
VACCINATIONS WITH PARENTS." 
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U) SPECIF ICAllY, WHAT STEPS HAS HHS TAKEN TO "URGE" HEALTH CARE 

PROVIDERS TO DISCUSS RISKS AND BENEFITS OF PERTUSSIS VACCINATION 
WITH PARENTS? DOES THE DEPARTMENT HAVE ANY EMPIRICAL EVIDENCE, 
STUDIES, OR OTHER PROOF THAT THESE STEPS TO URGE DOCTOR-PARENT 
DISCUSSION OF RISKS AND BENEFITS PRIOR TO VACCINATION IS WORKING 
IN FACT, I.E., THAT. HEALTH CARE PROVIDERS ARE ENGAGING IK 
DETAILED DISCUSSIONS OF VACCINE RISKS AND BENEFITS WITH PARENTS 
BEFORE CHILDHOOD IMMUNIZATIONS? 

HHS sponsored a survey of public attitudes and practices towards Immunizations 
In 1979. This Indicated that, of families In which children had received DTP 
vaccination in the preceding 12 months, 43 percent had had information 
presented to them about risks and benefits and 33 percent had signed a fornu 
This survey also indicated that 3 percent of children who had received DTP in 
the past year had a reaction that required a visit to a doctor, hospital, or 
clinic. 

HHS through its publications and presentations, and recommendat Ions of the 
ACIP, urges all health-care providers to discuss risks and benefits of all 
vac'cinat ions with the recipients or their parents. The "General 
Recommendations on Immunization- of the ACIP state: "Parents and patients 
should bo informed about the benefits and risks of vaccines. It Is essential 
that the patient or the responsible person Le given Information concerning the 
risks of vaccines as well as the major benefits from vaccines in preventing 
disease in both- fndlvlduals and the community. Benefit and risk information 
should be presented in terminology that Is as simple as possible. No formal 
and legally acceptable statement has been universally adopted for the ^Mvate 
medical sector. CDC has developed 'Important Information Statements 1 for use 
*ith federally purchased vaccines given In public health clinics. 
Practitioners may wish to consider these or similar materials for parents and 
patients. The Committee recommends that thefe be ample opportunity for 
questions before each immunization." Increased provider-parent dialogue 
regarding risks of disease risks and benefits of veccine, and the recognition 
and reporting cf any a-Jverse event are recommended for discussion during thest 
quest ion per lods. 

fj) n'-A* PiAVi, :F AN\ DOES HHS HAVE TO IMPROVE THE IMPORTANT 

;\rcKMA T ;o\ TORN and TO ASSURE adequate writ-ten parent 
"j-crwuio.n ;s provided W^l risk^ and benifits or pertussis 

VACCINATION BY BOTH PRIVATE PRACTITIONERS ANi) PUBLIC ClIMCS? 

Iirportjrt inf orrat ion forms fcr all childhood vaccines have been in use since 
107/-1978 T hey were revised in 1079-1980 and have been in a further process 
uf revision sirce October of 1982. Revised forms art now available and being 
distributed to State anj local health departments. It is anticipated they 

30 irto -iJi-spread use approximately b* August 1, and into exclusive use 
by Octcoer I, !9£2 . *o assure that important information statements are being 
pr.. ; er?y a\e*i t each ^rartee is required to address the issue of important 
irfor-iation forms o- a quarterly basis; and on each field visit to conduct 
review, t« -tfu' ;/Jt ion programs, the use cf important Ir.f or mat ion ^ forms is 
specifically a ures'.e :. M th»s mowt , there is no mechanism envisioned 
*r*cn coulJ j,%lrt- a-.V.iudte in#crnut ion >s provided in private practitioners' 
offset* 1 ,. 
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(e) WHAT PLANS, if ANY, DOES JIMS HAVE TO ASSURE ADEQUATE WRITTEN 
PARENT INFORMATION IS PROVIDED ON MONITORING OF CHILDREN 
RECEIVING PERTUSSIS VACCINE, ON CONTRAINDICATIONS AND HIGH RISK 
CONDITIONS, ON PREVENTIVE MEASURES PARENTS CAN TAKE TO MINIMIZE 
THE RISKS OF StRIOUS ADVERSE REACTIONS, ON PARENTS' RIGHT TO 
REPORT ADVERSE REACTIONS, ETC., BY BOTH PRIVATE PHYSICIANS AND 
PUBLIC CLINICS? 

See response to ftei.i d. The Important Information forms specifically request 
that parents report adverse reactions to the local health departments. The 
portion of the important Information form requesting this report contains a 
telephone number to receive the report and is given to the parent to take houe, 

(f) WOULD THE f CPARTMENT FAVOR LEGISLATION TO REQUIRE THAT WRITTEN 
RISK AND BENEFIT INFORMATION, AND INFORMATION OF THE TYPES 
REFERRED TO IN QUESTION 9(e) IS PROVIDED TO PARENTS BY PRIVATE 
OR PUBLIC HEALTH CARE PROVIDERS PRIOR TC PERTUSSIS VACCINATION? 

we believe the current mechanism is adequate to assure use of the Important 
Information forms in the public sector. The Department also feels that 
legislation would not necessarily assure their use in the private sector, 

10. Pi.fASE STATE WHETHER OR NOT HHS FAVORS OR OPPOSES STATE LAWS WHICH 

AUTHORIZE AN EXEMPTION FROM MANDATORY VACCINATION REQUIREMENTS BECAUSE Or 
"PHI I OCOPHICAL OBJECTION" OR "PERSONAL CONVICTION"? WHY DOES THE 
DEPARTMENT TAKE TMJS POSITION? DOES THE DPEARTMENT FAVOR OR OPPOSE A 
"RELIGIOUS CBJFCTION" EXEMPTION FROM MANDATORY VACCINATION? WHY? IF THF 
"REilfilOUS" AM) "PHiLGSOPHICAL/PERSOfiAL" OBJECTIONS ARE NOT EITHER BOTH 
SPPPCRTCr CF. PCTH CPPCSEP BY HHS, PLEASE EXPLAIN THE REASONS FOR TAKING A 
DIFFERENT POSITION ON THE ONE TYPE OF OBJECTION THAN ON THE OTHER. 

HHS neither favors nor opposes philosophica 1 objection nor personal conviction 
eier^t ions frcr mandatory vaccination requ inments. The model school 
immunization law drafted by the Centers for Disease Contro 1 and distributeJ in 
February 1981 provfJed for religious and medical exemptions but not for 
personal or philosophical exemptions. Religious exemptions have beer, o 
trad it ;onal part cf i-a-unizat ion requirements. However, courts in tit least 
Uo States (Arkansas, Maryland) have struck down religious exemptions in 
rece*.t >eors. A*: important reo-ion for not vigorously supporting 
( :iTsof:a 1'ph i losopn ica 1 exemptions ha$ been a feeling that it is likely r-an, 
parents I j choose tc claim such oxercpt ions rather than go to the trouble of 
locating inr«v. nation recoi ds ur (if their child needed thei-:) obtaining nectiL-d 
inmun i i/jt ions. 

m. Pii.\": :r.::rA!t n.\ a ^/ate-pv-s* ate basis wHi ikr the ;,v:;:iN't a 
*-,GP:\i .\.\ : :.f (RtPOKii.;. *.\r ba'tekiglcgicai ir co,\r wii) :!>>ui,v,i . 

AS.PT.'C 1 ! 3 V EArn *; t y.[ XVff MAS [iCtt SO Of A "P£ttSUf.Al. CONVICTION" uK 

'i^Pi*:; i%urn;uv fumptic:. frch mandatory pertussis vacc::.a: 
:» '.G, ur *ma: nn cim gu a per capita basis \,yo the disease i.vreasi 1 
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Data are not available which would permit analysis of Incidence of pertussis 
before and after adoption of personal/philosophical exemptions from mandatory 
Immunization. It should be noted that States which allow 
personal^ illosophlcal exemptions do so generlcally, rather than for any 
specific Immunization alone. 

(a) IS THERE ANY SIGNIFICANT DIFFERENCE Of- A PER CAPITA BASIS IN THE 
WHOOPING COUGH INCIDENCE RATE (REPORTED AND CONFIRMED) BETWEEN 
STATES WHICH PERMIT SUCH EXEMPTIONS AND STATES WHICH DO NOT? 

There are six States which do not require pertussis Immunization for school 
entrance (Arizona, Kentucky, Missouri, New York, Pennsylvania, Rhode Island), 
In 1982 the provisional pertussis Incidence rate 1n those States was 1.394 
cases per 100,000. Sixteen States which require pertussis vaccination allow 
personal or philosophical exemptions for Immunizations (California, Colorado, 
Delaware, Idaho, Louisiana, Maine, Michigan, Minnesota, Montana, North Dakota, 
Ohio, Oklahoma, Utah, Vermont, Washington, Wisconsin). Th« provisional 
pertussis rate In those States In 1982 was 0.63 cases per 100,000. The 
remainder of States require pertussis Immunization *nd do not permit 
personal/philosophical exemptions. The provisional pertussis rater. 1n those 
States 1s 0.66, The difference 1n Incidence rate between States which do not 
re<|iire pertussis at all and those which do 1s significant. There Is no 
significant difference 1n the reported pertussis Incidence rate in States 
which require pertussis immunization and allow personal/philosophical 
exemptions as compared with those whkh require pertussis Immunization and do 
not allow such exemptions. 

(b) ON A STATE-BY-STATE BASIS, HOW MANY EXEMPTIONS HAVE BEEN 
REQUESTED ON Tin- "PERSONAL CONVICTION" OR "PHILOSOPHIC 
OBJECTION" GROUNDS SINCE 1070? 

*ata are not available to permit a response to this question since this 
information is not systematically reported to CDC. However, data from the 
States which do report such Information to CDC indicate that less than 1 
percent of students have personal or philosophical exemptions. 

(c) !'AS fH[ ANNUAL NUMBER OF EXEMPTION REQUESTS INCREASED S.'.'iCL 
APRIL 1932 7 BY HOW MANY ? 

V> -uta t'ti-.t to ani«er this question. 
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8. IN DR. BRANDT'S LETTER TO REPRESENTATIVE MICA (REFERRED TO ABOVE), THE 
FOLLOWING QUESTION AND ANSWER WAS INCLUDED: 

"20. DO YOU THINK THAT REACTIONS TO PERTUSSIS VACCINE SHOULD BE A 
MANDATORY REPORTING ELEMENT FOR DOCTORS?" ' 

"WE BELIEVE THAT SEVERE OR UNEXPECTED REACTIONS TO ANY VACCINE SHOULD BE 
REPORTED CY PHYSICIANS. IT IS UNLIKELY THAT EVEN IF MANDATED, THIS COULD 
.SATISFACTORILY BE IMPLEMENTED." 

(a) DOES FDA/MHS/CDC HAVE THE AUTHORITY EITHER DIRECTLY OR INDIRECTLY 
UNDER EXISTING LEGISLATION TO MANDATE SUCH REPORTING BY PRIVATE 
PHYSICIANS 7 IF NOT, WOULD FDA/HHS FAVOR LEGISLATION TO CONFER UPON IT 
SUCH AUTHORITY OR TO DIRECTLY REQUIRE SUCH REPORTING? (IF NOT, WHY 
NOT?) 

The types of recordkeeping and adverse reaction reporting requirements that 
you have Inquired about are the type of requirements that would normally be 
jiposed under the current good manufacturing practices (CGMP's) provisions of 
the Federal Food, Drug, and Cosmetic Act ("FDC Act"). Biological products are 
drugs and as such are required to be manufactured In accordance with CGMP'S. 
However, the CGMP requirements do not apply to the practice of medicine. We 
v^n and .Jo impose these types of recordkeeping requirements on manufacturers, 
processors, and packers of drug products, but do not have authority to impose 
similar requirements on physician*. Nor would It appear that other provisions 
of the FDC Act or the Public Heal th Service Act would provide such authority. 

In regard to the second part of your question, FDA/HHS believes that requiring 
mandatory reporting of adverse reactions by physicians would be a significant 
..-I.jitional burden, would be difficult to enforce, and thus would be regarded 
as controversial. In view of the current efforts to address the problem "of 
aJvcrse reaction reporting alluded to elsewhere in our response, we believe 
that it would be premature to foster such legislation without further careful 
deliberation and discussion of the matter with outside advisory groups. It 
should also be noted that such a requirement would likely incur significant 
costs for providing for the review of this additional information and for 
enforcement . 

",/,t current report in^ sy^tCN'O concur m • with the occurrence of diseases or of 
.i!*Orii« reactions are voluntary. Under these systems, underreporting is a 
.mi- future, Nonetheless, such systems provide useful data concerning 
TivMs in fre-viriity of tr.o observed events which are of epidemiologic value 
oven in the absence of the reporting which is 100% complete. 

ft, i'h". rrc r.AVE tmc authority unler existing law to require tmc 

: v\ja:: sik u a i iccnseo pertussis vaccine to include as an express 
.,a ;"on or :r a;.\;sACT or sale to any purchaser of tmc vaccine 

• V ' *\ n;;«.-M//,tK SHAM RTPORT Ai l. SEVERE REACTIONS Of WHICH IT 

;.i -i.-v, um f o thi cic an: si-;;i r'.ouikl identical provisions to be 

i IVlUItu AS A f ONIRIC,'; OT ALL SUBSEQUENT SALES Of THE 
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VACCINE? IF SO, IS FDA CONSIDERING IMPLEMENTING THIS AUTHOKITY? 
(IF NOT, WHY NOT?) IF FDA/HMS/CDC DOES NOT HAVE THE ABOVE AUTHORITY 
UNDER EXISTING LAW, WOULD FDA/HHS/CDC FAVOR LEGISLATION TO CONFER 
UPON IT SUCH AUTHORITY? 

As noted above, FDA does not have authority to directly require physicians to 
report adverse reactions. It Is therefore doubtful that FDA could do 
Indirectly, I.e., by requiring manufacturers to contractually Impose reporting 
requirements upon physicians, what It cannot do directly., Moreover, even If 
FDA could require such a contractual provision, enforcement of the provision 
would be very difficult. FDA could not Inspect physicians' offices, nor could 
FDA take any action against a physician who failed to make Such reports. As 
discussed above, FDA believes that a voluntary physician-adverse reaction 
reporting system h appropriate. 

(c) HOW SHOULD "SEVERE OR UNEXPECTED" REACTIONS BE DEFINED FOR 
REPORTING PURPOSES ONLY? 

Severe or unexpected reactions could be defined to Include an event which 1s 
either: 

1. not reported 1n the direction circular; 

2. potentially 1 1fe-threatening/fatal ; 

3. permanently disabling; 

4. requires hospitalization for treatment; 

5. requires extensive therapy for treatment; and/or 

6. takes longer than 15 days for recovery. 

(d) SAME QUESTIONS AS (a) AND (bj ONLY WITH RESPECT TO THE AUTHORITY 
TO REQUIRE DIRECTLY OR INDIRECTLY WRITTEN RECORDKEEPING BY THE 
ADMINISTERING PERSON OF THE MANUFACTURER ' S NAME AND LOT NUMBER 
OF DATE OF ADMINISTRATION FOR EACH VACCINATION CONTAINING 
PERTUSSIS? 

FDA probably could not require manufacturers to* make physicians keep records. 

(e) WOULD HHS/FDA/CDC FAVOR GIVING DIRECT INFORMATION TO PARENTS ON 
THEIR RIGHT TO FILE ADVERSE REACTION REPORTS DIRECTLY WITH CDC? 
WOULD HHS/FDA/CDC FAVOR REQUIRING PHYSICIANS TO NOTIFY PARENTS 
OF THIS RIGHT IN WRITING. WHY OH WHY NOT? 

Parents of children giver. OTP , measles-murcps-rubel la and poliovirus vaccines 
in public programs already receive an "information form which solicits reports 
of reactions occurring within four weeks of immunization to a responsible 
individual." This information regarding significant reactions is then relayed 
to CDC. The American Academy of Pediatrics Committee on Infectious Diseases 
(the "Kedbook" Committee) has reprinted these forms in their latest Report 
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( 1982 ) and has Indicated that, "...practitioners should consider the use of 
these o: similar materials for parents and patients...." The physician may 
report reactions to either the manufacturer, the USP t or to FDA directly. 

Although encouraging physicians to notify parents of their right to report 
adverse reactions might result In more reported adverse reactions, FDA does 
not have authority to require that they distribute the information. 

(f) WHAT IS HHS/FDA/CDC DOING AND PLANNING TO DO TO ENCOURAGE 
PRIVATE PHYSICIAN REPORTING OF SEVERE ADVERSE REACTIONS? 

The FDA encourages private physicians to report severe adverse reactions as 
follows: 

1. A Drug Experience Report Form (FDA 1639) 1s provided to approximately 
one and one-half million health professionals with the FDA Bulletin* 

1i The FDA sponsors an exhibit featuring adverse reaction reporting at 
various health professional meetings. Individuals are encouraged to 
report reactions and the procedures for submitting reports are 
explained. 

ill The najority of reports from Individuals are acknowledged by FDA in 
the form of a phone call or letter. Reporters are thanked for 
submitting the report and are encouraged to report further reactions. 

1v The Drua Experience Report Form Is provided in tear-out form in the 
AMA Drug Evalua tions, published by the American Medical Association 
in 1953. Physicians are encourac^cd to report reactions In the 
section on adverse reactions. This form is also Included 
periodically in the "FDA Drug Bulletin". 

g IN OR. BRANDT'S LETTER TO REPRESENTATIVE MICA (REFERRED TO ABOVE) THE 
FOLLOWING QUESTION AND ANSWER WAS INCLUDED: 

"SHOULD PARENTS HAVE A CHOICE AS. TO WHETHER T 0 GIVE THE (PERTUSSIS) SHOT?" 

■■wE URGE THAT HEALTH CARE PROVIDERS DISCUSS THE RISKS AND BENEFITS OF ALL 
VACCINATIONS WITH PARENTS .* 

(b) SHOULD VACCINE MANUFACTURERS BE REQUIRED TO PROVIDE WRITTEN RISK 
AND BENEFIT INFORMATION DIRECTLY TO PARENTS PRIOR TO 
VACCINATION? WHY OR WHY NOT? DOES THE DEPARTMENT HAVE THE 
LEGAL AUTHORITY UNDER' EXISTING LAW TO PRESCRIBE AND ENFORCE SUCH 
A REQUIREMENT? 

Biological products, such as vaccines, are drugs and are subject to the 
labeling requirements of the Federal Food, Drug, and Cosmetic Act (FDA Act). 
-,ectior- f i0? (a) of the FIX Act prohibits false or misleading labeling. FDA 
has determined that, without a patient package insert, the labels of certain 
prescription drugs are misleading because they fail to reveal facts about the 
consequences that may result from the use of the drugs. This position was 
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upheld in Pharmaceutical Manufacturers Ass'n v, FDA, 634 F, 2d 106 (3rd Cir, t 
1980 ) • Although FDA coulcT require manufacturers lo provide to physicians a 
patient package Insert with each dose of vaccine, FDA could not compel 
physicians to provide this Information to their patients. The Information 
provided to a patient about the risks and benefits of a' drug Is considered to 
be the practice of medicine and Is not an area that FDA regulates, 

(c) SHOULD PERTUSSIS VACCINE MANUFACTURERS BE REQUIRED TD 1 ^LUDE IN 



ITS SALE CONTRACT A PROVISION SUCH AS THAT STATED IN QULv.ION 
8(b), EXCEPT WITH RESPECT TO THE PROVISION TO EACH PURCHASER OF 
THE VACCINE (INCLUDING THE ULTIMATE USER— THE PARENT OF THE 
VACCINEE) OF ADEQUATE WRITTEN INFORMATION ON THE BENEFITS AND 
RISKS OF THE VACCINE? WHY OR WHY NOT? DOES FDA/HHS HAVE THE 
AUTHORITY UNDER EXISTING LAW TO IMPOSE SUCH A REQUIREMENT AS A 
CONDITION OF LICENSURE OR OTHERWISE? 



See answer to question 0(b), Although FDA does not have authority to mandate 
such a requirement, the committee believes that benefit and risk Information 
should be presented to patients and parents. See answer to question 9(a), 

12. IN DR. BRANDT'S ANSWER TO REPRSENTATIVE MICA'S QUESTION #4*, IT IS STATED 
THAT "LICENSURE [OF THE JAPANESES ACELLULAR PERTUSSIS VACCINE] FOR 
WIDE-SCALE USE [IN THE UNITED STATES] WILL TAKE SEVERAL YEARS," 

(a) WI.'Y IS THIS SO? SPECIFICALLY, WHAT STEPS HAVE TO BE TAKEN (AND 
WHAT SPECIFIC CRITERIA MET) FOR THIS NEW VACCINE TO QUALIFY FOR 
LICENSURE? 

The requirements for filing and obtaining approval to market a new vaccine In 
this country are the same for all manufacturers. Each manufacturer Is 
required to file an establishment license application describing the 
facilities used to manufacture the vaccine and a product license describing 
the method of production as well as the tests and data to demonstrate- the 
safety, purity, potency and effectiveness of the product. In addition, each 
manufacturer must develop standardized laboratory tests In order to assure 
batch-to-batch consistency and to provide a basis for establishing the dating 
period for the product, 

(b) HOW LONG APPROXIMATELY SHOULD EACH STEP TAKE? 

It should be noted that as of this response, no license application for a 
Japanese or Japanese-type pertussis vaccine has been received by the Office of 
Biologies. Until an application has been received and reviewed. It is very 
difficult to predict with any accuracy the time required for licensing, 
However, as on example, the development and Initiation of a clinical field 
trial followed by the review and analysis of the data collected may take two 
to three years depending upon the availability of a suitable population to 
conduct the trials and the criteria (protocol) for establishing the safety and 
efficacy parameters. 

(C) ARE THESE REQUIREMENTS AND CRITERIA MORE STRINGENT THAN THE 

LICENSURE REQUIREMENTS AND CRITERIA WHICH HAVE BEEN APPLIED TO 
THE WHOLE CELL PERTUSSIS VACCINES NOW IN USE IN THE UNITED 




140 



l^IAILO? U '>U, iii WHA? KL'jHLf.TS? ARE THESE REQUIREMENTS A.\'D 
CKITCKIA MORE Sfh I fiGLNT IHAN THOSE APPLIED TO ELI LILLY'S 
TRISOLOGEN PRODUCT? IF SO, IN WHAT REiPECT S? 



Since the initial licensure of some of the whole cell pertussis vaccines was 
over thirty years ago, it is reasonable to expect that the requirements and 
criteria for licensure are more stringent today for any new vaccine intended 
to be introduced for marketing in the United States. Today we would require 
substantial evidence of the safety and effectiveness of the vaccine, 
additional laboratory testing to characterize the vaccine, and greater 
manufacturing controls over the production of the vaccine. Since Lilly's 
Trisologen/TM was approved for marketing in the 1960's, today's requirements 
and criteria would be more stringent as explained. above. 

(d) IN THE DEPARTMENT'S VIEW IS IT IN THE PUBLIC INTEREST TO APPLY 
MORE STRINGENT STANDARDS AND TESTS FOR LICENSURE OF NEW VACCINES 
THAT HAVE SHOWN THEY CAN MEET STANDARDS AND TESTS WHICH APPLIED 
AT THE TIME OF LICENSURE (AND LICENSE REVIEW) OF CURRENT 
VACCINES, IF SUCH TESTi SHOW THE NEW VACCINES TO BE 
SUBSTANTIALLY LESS REACTOGENIC/NEUROTOXIC THAN THE CURREKTLY 
LICENSED \ACCINES? 

Mo».y ot th«-j standards and tests which would apply to a new pertussis vaccine 
art- already established In the Code of Federal Regulations (CFR). The 
■Incision on whether or not to license a new pertussis vaccine depends not only 
un its degree of reactogen icity and neurotoxicity, but on other key factors 
such a j it 1 * r-f f icacy. A new vaccine submitted for licensure might well 
Jemonstrate a very low level of reactogenicity, for example, but fail to be 
uf f icac iuus . We would therfore expect a new pertussis vaccine, as a minimum, 
meet tne current standards for safety, purity, potency, and efficacy. If, 
nowever, uata were developed to Show that the safety and efficacy standards 
A\rcM\y established in the CFR were not appropriate for a particular new 
vaccine, FCA would establish a standard for that vaccine. 

(e) kVAT INFORMATION DOES THE DEPARTMENT HAVE (OR KNOW OF) 
CONCERNING THE (1) POTENCY OF THE JAPANESE ACELLULAR VACCINE; 

THE ABIUTY OF THE JAPANESE ACELLULAR VACCINE TO PASS THE 
MCUSF WEIGHT GAIN TEST; (ill) THE R LACTOGENIC I TY/NEUR OT CX I C I T Y 
UF THE JAPANESE ACELLULAR VACCINE, AS MEASURED BY APPLICABLE 
.JAPANESE TESTS: (iv) THE CLINICAL EXPERIENCE IN JAPAN (OR 
El SEVERE) WITH THE VACCINE'S POTENCY AND 

REACTCGENICITY/NEUROTOXICITY? PLEASE PROVIDE AS MUCH OF THIS 
INFORMATION AS IS CURRENTLY AVAILABLE? 

I ; ;. oOtaiwd '.apples of the Japanese acellular pertussis vaccine from the 
;jpjm:se .National Institute of Health (NlH) pursuant to an agreement that FDA 

not release any inforration concern imj tho vaccine without the consent 
of trw Japaiu'sr g'jvernrent . fjA has conducted laboratory tests on these 
n-u'i''., 1 ut r«;"'ii'Iers thr, information confidential because of the agreement 
witn th« ..'apar.v'it 1 •juVOrninciit . 
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To our knowledge, thu .UfMiu'S* vaccine hd* not been used outside of Japan. 
Preliminary clinical results with the acol 1 ular vaccine in Japan were reported 
by Professor Klmura in the workshop on "New Pertussis Vaccines-- Laboratory 
and Clinical Evaluation. " No published clinical results detailing the 
clinical safety, potency, and/or evidence pf clinical efficacy of the 
acelluldr vaccine pertussis vaccine are available. 

(f ) WHAT STEPS, IF ANY, IS THE DEPARTMENT PLANNING TO TAKE TO 

EXPEDITE, OR ENCOURAGE EXPEDITION OF, TESTING AND LICENSURE OF 
THE JAPANESE ACELLUALR VACCINE? WHEN DOES THE DEPARTMENT PLAN 
TO TAKE THESE STEPS? 

The ultimate decision of whether or not to submit a new pertussis vaccine to 
FDA for licensure rests with the manufacturers. However, FDA has Indicated 
its Interest 1n the evaluation of the current Japanese vaccine or a 
Japanese-Hke vaccine. Discussions h*ve been held with each of the three 
major manufacturers to encourage them to pursue an acellular pertussis 
vaccine. In addition, FDA has been 1n contact with the Japan National 
Institute of Health (NIH) regarding samples of the Japanese vaccine for both 
clinical ard laboratory testing. Because of liability concerns, the Japanese 
have restricted our use of any samples which they might supply to us for 
laboratory evaluation only. Each of the U.S. commercial manufacturers of 
pertussis vaccine has stated that they have ongoing efforts to develop an 
improved vaccine. In anticipation of the submission of a Japanese-Hke 
acellular vaccine for licensure, as noted above, FDA has done some laboratory 
tests with samples supplied by the Japan NIH. As a followup, the Japanese 
have sent FDA 300 inl samples from each of five additional lots of pertussis 
vaccine for laboratory testing; these tests are 1n progress. FDA is prepared 
to conduct laboratory testing of experimental lots of new pertussis vaccine 
candidates as soon as they are developed. 

Senator Hawkins. Mrs. Gary, have you considered litigation? 

Mrs. Gary. No, that has never been a consideration in our 
family. We really felt that it was more important to — nothing is 
going to bring that babj back. I don't think the doctor was mali- 
cious in giving the routine shot. I am sorry that he apparently was 
so ill-informed, but we really want to do something with our 
energy to change this condition going on as it is. 

If I may just refer to what you were asking of Jeff as far as the 
Government compensation, the one thing I would be concerned 
about personally in that — and since we are not in any kind of liti- 
gation, maybe I can say it rather objectively— how would the man- 
ufacturers of vaccine and how would the doctors be held accounta- 
ble if the Government were financially supporting those vaccine-in- 
jured children? I just would be afraid that perhaps the situation 
would continue without the accountability. How would that be 
built into the bill? 

Senator Hawkins. What was the cause of death listed on the 
death certificate of your granddaughter? 

Mrs. Gary. SIDS. Sudden infant death syndrome. * 

I have since talked with a doctor who went over the autopsy 
report, and he feels that it should be listed as atypical SIDS ana to 
make sure that it is listed on there that the DPT inoculation was 
within 4 hours, because that is not on there. It is iust SIDS. 

Senator Hawkins. Are they going to add the other? 

Mrs. Gary. I haven't learned how to do that vet. I don't know to 
do that, and I am in the process of learning how that has to be 
done. 
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Senator Hawkins. We will be glad to work with you. 
Do you have any other grandchildren? 

Mrs. Gary. Yes, we had one that was born just 5 weeks before 
Lee Ann, and we have had one in January of this year. 

Senator Hawkins. Have any of them been vaccinated since your 
other granddaughter's death? 

Mrs. Gary. Our first one has had his three shots. His mother is 
now very much concerned that the time is approaching for his 
fourth. She really is hesitating about having that, having learned 
through my research that just because you have gotten through 
each shot doesn't necessarily, mean that there won't be damage on 
subsequent ones. 1 

My youngest daughter's baby was born in January. She ada- 
mantly refuses. I forgot to include that she also mentioned at the 
time the baby died— she happened to be visiting with us; she lives 
in California. She absolutely shrieked, "It's just like Rhonda's 
baby. I know it was that shot." Everybody was in agreement except 
the doctors don't think there is any connection to it, except for 
some doctors. 

Senator Hawkins. I believe you said in your testimony that you 
are working with someone to form a Massachusetts DPT group. 

Mrs. Gary. Yes, I have just recently been in contact with one 
woman because I have been concerned about those numbers who 
don't know; they have this child and they just don't know that 
there could be a relationship. 

I had an opportunity to talk on the phone with this one woman 
who has the 4-year-old, and I was the first person who had called 
her that had any awareness outside of her having seen the Phil 
Donahue program and having talked to a lawyer who is a mutual 
acquaintance of ours. My heart went out to that young woman be- 
cause she was living with this situation for 4 years. When she 
would even mention her own suspicions, people raised their eye- 
brows at her. 

I think there are a lot of people out there, and I want to find 
them in our State to see what kind of help we can be in a mutual 
support system. 

Senator Hawkins. We laud your efforts. You have been very 
helpful. 

Mr. Schwartz. Senator Hawkins, if I may, I would just say that 
we have been spontaneously contacted by parents all over the 
country who have said, "How do we set up local State chapters of 
DPT?" Our group hasn't gone out soliciting. They have flooded into 
us. So we are offering to coordinate and help put people in touch 
with each other to assist, as Donna Gary has done on her own in 
Massachusetts. If people want to start or join State chapters of Dis- 
satisfied Parents Together [DPT] thev can write us at DPT, Box 
frfW. 1.T77 K Street NW., Washington, t>C 20005, or they can call us 
at our answering service— (202) 543-4211. We will help them form 
or join State chapters. 

Senator Hawkins. We appreciate that. 

Mr. Kudabeck, I know you are opposed to the legislation. It is my 
understanding that originally the State you lived in allowed a phil- 
osophical exemption from the shot, and then you moved to Arkan- 
sas where they mandate it? 
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Mr. Kudabeck* In Illinois our children were allowed exemptions 
based on our personal beliefs. In some areas, however, there is still 
a bit of a problem. 

Senator Hawkins. Where? 

Mr. Kudabeck. In some schools you can go in and sign that you 
will take your children out of school for a couple of weeks if there 
is an epidemic and in other schools they are adamant. It often de- 
pends on how high the immunization rate is in the school. If it is 
80 percent or better, the parents have usually had no problems 
with it in the past. 

Senator Hawkins. This is in Arkansas? 

Mr. Kudabeck. No, that is in Illinois. 

Senator Hawkins. Illinois? 

Mr. Kudabeck. Right. 

Senator Hawkins. What about Arkansas? 

Mr. Kudabeck. Arkansas is strictly a police state. 

Senator Hawkins. It is a police state? 

Mr. Kudabeck. Strictly. 

Might I add, not to interrupt your question, but on the important 
information forms, on the back it talks about reactions. It says, "If 
the person who received the vaccine gets sick and yi" ; *s a doctor, 
hospital, or clinic in the 4 weeks after the vaccination, please 
report it tc n — and it is left blank. 

Senator Hawkins. It does not say whom to report it to? 

Mr. Kudabeck. No, it doesn't do that. They are supposed to have 
a rubbers tamp. 

Then a little below that it says— and they went to a small card 
on this— "I have read the information on this form about polio and 
the oral vaccine. I have had a chance to ask questions which were 
answered to my satisfaction." I might add here that most parents, 
we have found, do not know what questions to ask and feel that to 
do so would be an exercise in futility since there is no choice 
anyway. From our own personal experience, we have found those 
administering vaccines to be provaccine and minimize the risks. 
Direct answers to questions are often very difficult to obtain. The 
form then states, "I believe I understand the benefits"— not "I un- 
derstand," but I believe I understand the benefits— "and risks of 
oral polio vaccine and request that it be given to me or to the 
person named below, for whom I am authorized to make this re- 
quest/' 

Which one of my children should I offer first as an experiment to 
find out if they may be damaged? There isn't enough money in the 
Treasury of the United States that would replace any one of my 
children or any part of them. 

Senator Hawkins. Do you agree that we need to mandate the 
Federal Government conduct more tests on adverse reactions? 

Mr. Kudabeck. It would be a good idea. 

I think that the problem, Senator, is the fact that compensation 
without the right, without the basic, inalienable right, to say no to 
that shot, will only preclude problems in the courts such as in Ar- 
kansas where their State epidemiologist said that he could hardly 
wait until a compensation bill was passed because it would elimi- 
nate a lot of his problems. 
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4 There is a mother, Joanne Cook, who had five doctors who said, 
"No, you should not give your child another immunization. Don't 
do it because there could be damage/' He will not accept that. He 
said if they don't do it, just bring him over to the health depart- 
ment and "We'll give him a shot. 

Senator Hawkins. Would you agree that the body determining 
compensation should be separate from the Federal Government? 

Mr. Kudabeck. Well, if they took away the mandatory vaccina- 
tion itself, then I think that the problem would not be there. I 
think that the normal tort system would be sufficient. 

Senator Hawkins. Should parents have the right to choose to 
pursue their case through the tort system? 

Mr. Kudabeck. Yes. I think they should, yes. 

Senator Hawkins. Would you support making this administra- 
tive remedy exclusive; that is, removing the parents' right to sue 
for damages through the courts, which is preventing a lot of Sena- 
tors from cosponsoring this bill? 

Mr. Kudabeck. I don't believe I understand. 

Senator Hawkins. A lot of Senators want an exclusive remedy. If 
you are going to get compensation through the injury table, they 
want to eliminate your right to choose a tort recovery. 

Mr. Kudabeck. The tort system altogether? 

Senator Hawkins. Eliminate the tort system altogether. 

Mr. Kudabeck. I don't think that would be a very good idea. 

Senator Hawkins. You understand a lot of these are lawyers? 

Mr. Kudabeck. Yes. 

Senator Hawkins. Would you oppose establishment of an admin- 
istrative remedy? 
Mr. Kudabeck. At law? 
Senator Hawkins. Administrative body. 

Mr. Kudabeck. If that were the case, Senator Hawkins, again we 
go back to the basic human right of saying "no." If you can't— in 
the OTA statement it says, "What is a more serious weakness in 
the Government's defense strategy is the contention that a proper- 
ly warned vaccine recipient has assumed all risk of injury." 

We are coerced into signing these forms saying we request it, and 
then we have no option to say no. What difference does it make 
which way you are going to seek a remedy? I am being forced— I 
have been in the court for the past 8 months. I go again for a trial 
jury. I was found guilty of truancy because I enrolled my children 
in school; I did not take them out; they suspended them; they 
kicked them out and charged me with truancy. We enrolled them 
in another school. I asked the school principal at court, if I brought 
them back to school today, would he enroll them. He said, "No." 
The judge, without deliberation, found me guilty, and charged me a 
$7f>0 fine. He said, "If you want a trial by jury, you have to go 
through this method." I asked for a trial by jury in the beginning 
and was refused that. 

I stood on my constitutional rights. He said, <4 If you maintain 
your stature before me demanding those constitutional rights, 
you'll be in contempt of court." 

Senator Hawkins. Do you have a lawyer? 

Mr. Kudabkck. Myself 

Senator Hawkins. Yourself. 
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Do you know how many States have exemptions for religious or 
philosophical objections? Have you made that a study? 

Mr. Kudabeck. If I remember correctly, it is 22 States. It is 
either 21 or 22; I am not sure exactly. Some of them are written 
loosely, and some are very tight. 

Senator Hawkins. Thank you so much. 

Thank you so much for your participation here. I have a hard 
time questioning you because I am on your side. 

Mr. Kudabeck. Thank you, Senator Hawkins. 

Senator Hawkins. Our next panel of witnesses, the third panel, 
is a professional panel which is copiposed of Dr. Martin Smith, Dr. 
Stephen King, Dr. Jonas Salk, Mr. Andrew Dodd, and Dr. Alan 
Nelson. 

I would like to state, while we are changing the name signs for 
you, that Senator Hatch and Senator Kennedy have a conflict. 
They are in a Judiciary Committee hearing at this time, but they 
will read the record. They have expressed their interest in our 
holding this hearing. 

I am interested in all the testimony given today, but I hope to 
have an opportunity to question all the witnesses. Therefore, we 
will submit your entire statement for the record, and we would like 
a summary not over 5 minutes, please, so that we can expedite the 
questioning of all the witnesses. 

Dr. Smith, since you so ably represented the American Academy 
of Pediatrics in developing this legislation, we will give you the 
edge and let you start off. 

STATEMENT OF MARTIN H. SMITH, M.D., PRESIDENT-ELECT, 
AMERICAN ACADEMY OF PEDIATRICS 

Dr. Smith, Thank you, Madam Chairman. 

I am Dr. Martin H. Smith, representing the American Academy 
of Pediatrics, an organization of 27,000 boat 1-certified pediatri- 
cians. 

I am here to speak in strong advocacy of the National Childhood 
Vaccine Injury Compensation Act. In dealing with this particular 
issue, it would be well to remind the committee that the American 
Academy of Pediatrics has a 54-year history of existence primarily 
as an advocate for children, not solely for our membership. Our ap- 
proach to this problem is in conformity with our purpose of advo- 
cating for children. 

We feel that this is unique legislation. Compensation legislation 
is not a new consideration for the Congress, but compensation leg- 
islation in this instance is unique. We are dealing with a product 
that is required by law for the public good in all States before 
entry into school or, in some instances, before entry into any child- 
hood situation at any age. 

For over 7 years the academy has advocated as simple justice for 
children that if injury occurs, as ie ; nevitable in a very small per- 
centage of cases, the public owes to the victim a simple, direct, and 
prompt compensation, rather than an uncertain pursuit of justice 
through the prolonged and uncertain tort process. 

In support of this philosophic approach it is appropriate to quote 
here from a 19H1 verdict handed down by Judge Finesilver, a Fed- 
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eral district judge in Colorado. He was dealing with the settlement 
of a vaccine injury case when he said: 

So long as immunization plays a key role in our national health policy, unavoid- 
able adverse reactions to vaccines will remain. Only an adequate no-fault compensa- 
tion system can provide the necessary incentives to drug manufacturers, State and 
local health facilities, and critically, the American public, to continue to actively 
participate in emergency immunization programs. 

Further on he said: 

National legislation is necessary to achieve this objective lest a patchwork ap- 
proach be taken by the individual States in their salutary efforts in providing essen- 
tial immunization programs. 

This country has never enjoyed such freedom from preventable 
childhood diseases £s is true at the present moment. Of all medical 
procedures, the full utilization of a complete immunization pro- 
gram is the easiest to document as to cost effectiveness. Yet, I must 
warn that we could be at a crisis point at any time, with either loss 
of supply of vaccine or such escalation of cost that it could result in 
a shattering of our present excellent program. 

Other than providing a better form of justice for children, these 
concerns for supply and cost of vaccine, and the ability to continue 
a full immunization program, have been the greatest reasons for 
the tremendous interest of the academy in this subject. 

With the doses administered each year of these products, there 
will be approximately two cases of paralytic polio or polio-like in- 
stances and at least 50 permanent neurological injuries that result. 
These occur without fault being involved in the part of the provid- 
er or the producer of the vaccine. This is the annual, year-in, year- 
out toll that is inevitable in maintaining an immunized population. 

When serious injuries occur from any one of the vaccines, the 
emotional and financial toll for the families involved is severe. The 
financial stress begins immediately and it is difficult for any family 
to manage these costs. These costs are continual and often will 
extend over the lifetime- of the victim. If a financial settlement is 
reached urrder the tort process, it is usually 6 to 8 years after these 
costs have begun compounding. From the beginning, the interest of 
the Academy of Pediatrics in this legislation has been to try to 
bring about real justice that -is prompt and equitable for those chil- 
dren and their families who are the inrrcent victims of this diffi- 
cult situation. 

At the present time there is no avenue for compensation for vac- 
cine injuries that can be sought except in the tort process. In some 
instances these have resulted in huge windfall settlements, while 
in other instances the victim may be unable to cope with the tedi- 
ous tort process and no settlement is reached. In some instances 
there has been injury and significant expense, but there may not 
be enough prospect for a large enough settlement to justify the 
great deal of work needed by a thorough lawyer to bring action. 

Nevertheless, the constantly increasing buiden of large vaccine 
injury settlements has had a number of serious adverse effects on 
vaccine supply. The number of vacc'ne producers has been sharply 
reduced in recent years and the cost of vaccine has increased dra- 
matically Both of these effects have to be related to the burden of 
liability the vaccine producers are carrying at the present time. 
The result is that we now have only one source of supply for polio. 
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measles, German measles, and mumps vaccine and only two, for 
practical purposes, sources of supply for DPT vaccine. This is cer- 
tainly not a competitive situation which should be typical of the 
American way, and it is not a comfortable, secure supply situation. 

We know that a real concern of the Congress will be the cost of a 
compensation program. We have seen the estimate of the Congres- 
sional Budget Office. We have not seen the details of their calcula- 
tions, but we believe that the program can be put in place for 
much less than the Congressional Budget Office estimates. The 
Academy has commissioned an estimate by a respected Washington 
cost accounting firm, whose estimates are about one-fourth the esti- 
mate of the Congressional Budget Office. Even these estimates are 
probably high. 

Our report calls attention to the fact that their estimates are 
based on the total cosv of the program on the assumption that 100 
percent of the claimants will opt for pursuit in the compensation 
system. While this may be the oest method for calculating an esti- 
mate, it is certainly not the realistic appraisal of what may happen 
in an optional system. 

The report calls attention to the fact that there is a considerable 
real cost in operation at the present time that we have not been 
able to calculate. The present liability cost under the tort process is 
incorporated into the present-day cost of the vaccines. That cost in- 
volved in the vaccines could be reduced in proportion to the accept- 
ance of a compensation system. 

A small indication of that cost is in the fact that the budget for 
the Government's immunization program had to be increased $7 
million for the next year simply to do the same job in immunisa- 
tion that is given in the public sector alone. There are other costs 
that are hidden in the medicaid program, crippled children's pro- 
gram, and other Government programs in providing care for dis- 
abled children. 

Let me again emphasize that the costs that are provided in this 
report are for total cost and not all of these costs are new costs. 

While this could be' looked upon as simple compensation legisla- 
tion to take care of another instance of product liability, let me 
again stress that the justification lies in the fact that this is the 
only product, to my knowledge, whose use is required by law. This 
is a unique situation that is deserving of special remedies. 

We are asking the Congress to assume a new responsibility in 
providing a system for compensation in these special instances, but 
it is not an untested idea. I call your attention to the fact that vari- 
ations on this idea have functioned for several years in most of the 
western European nations and in Japan. Many of these nations are 
less capable of extending these benefits to their citizens than is this 
great coijntry. 

We have spent many hours debating some of the features that 
have gone into the writing of this legislation. It would be well to 
mention here some of the features that require particular consider- 
ation and give some explanation for them. 

First, the legislation provides for an optional svstem. It certainly 
could be argued that a mandatory system could be more easily ad- 
ministered and the cost estimates could be developed more precise- 
ly However, we have a great concern that the enactment of such a 




148 

mandatory system would hold up under the test of constitutional- 
ity. It would be certain that it would be argued that a mandatory 
system deprives some individuals of their access to court. 

Second, the legislation requires a prompt settlement of claims. 
This is fundamental to any improved system that is devised. 

Third, the law mandates an obligation to pursue improved vac- 
cines. This obligation now arises only through competition in the 
marketplace, when there is competition. 

Fourth, the legislation requires the reporting of reactions rather 
than the present voluntary reporting. It is hoped that mandatory 
reporting will develop more exact data of the actual occurrence of 
reactions. 

Fifth, the legislation makes provision for realistic awards. It is 
expected that with the awards being realistic, and with the system 
giving prompt settlements, there will be an incentive to accept the 
option of going into this system for settlement. 

This should create a more even form of justice as opposed to the 
chances in the court of finding a possible involved settlement. 

The academy appreciates this opportunity to present to this com- 
mittee and to the Congress our interests and our concerns on the 
entire question of vaccine injury. We recognize that the problems 
involved here are not simple and that the answers, likewise, cannot 
be simple and direct answers. Yet, we are convinced that Congress 
can provide an answer for most of these problems. We would like 
to work with the Congress in doing that. We are convinced that the 
time is at hand when we must reach a direct and equitable resolu- 
tion of a problem that has been building for a number of years. 
The problem is real. The costs of a resolution are not exorbitant. 
The cost of continued neglect can be much greater. 

Thank you, anc I will be glad to answer any questions. 

[The prepared statement of Dr. Smith follows:] 
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Mr. Chair-can, I am Dr. Martin H. Smith, a pediatrician In private praotloe froa 
Gainesville, Georgia and president-eleot of the Amerloan Academy of Pediatrics. 
I an here to apeak in strong support of "The National Childhood Vaoolne Injury 
Compensation Act," In dealing with thia particular issue, it would be well to 
reaind the committee that the- American Aoadeny of Pediatrics has a fifty-four 
(5M) year history of existence primarily as an advocate for children and our 
approach to this problem is consistent with that purpose. 

We feel that this is unique legislation. Compensation legislation is not a new 
consideration for the Congress, but eoapensatlon legislation in this instance is 
unique. We are dealing with a produot that is required by law for the publlo 
good in all states before entry into sohool or, in some lnstanoes, before entry 
into any childhood group situation at any age. For over seven years the Aoadeay 
has advocated as simple Justice for children that when an injury ocoura, as is 
inevitable in a very small percentage of cases, the public owes to the victim a 
simple, direct, and prompt compensation, rather than the uncertain pursuit of 
Justice through the prolonged and uncertain tort process. 

In support of this philosophic approach, it is appropriate to quote from a 19B1 
verdict handed down by'judge Sherman G. Flneailver, a federal district Judge in 
Colorado. In dealing with the settlement of a vaccine injury case, he stated: 



"So long as immunization plays a key role in our 
national health policy, unavoidable adverse reactions to 
vaccines will remain. Only an adequate no-fault compen- 
sation system can provide the necessary incentives to 
drug manufacturers, state and local health facilities, 
and erltienlly, the American public, to continue to 
actively participate In emergency immunization programs. 
Preventive public health programs are of vital impor- 
tance to the natior. population. Immunization programs 
are l«ss expensive in tf»rms of money and illness than 
t»u» unnecessary toll of human lives and well-being 
brought about by the lack of such programs. However, 
persons who incur illness directly related to the Immu- 
nization Itself are entitled to recover compensation 
without the need to nstablish liability based on an 
illusive t^rt theory. 

"This field ur national immunology cries out for a more 
expeditious and fairer way of determining legitimate 
claims and compensating victims of the vaccination. 
National leg illation is necessary to achieve this objec- 
tive lest a patchwork approach be taken by the indivi- 
dual states in their salutatory efforts in providing 
essential immunization programs." (Civil Action No. 



This r-.-mntry has never enjoyed mioh freedom from preventable childhood diseases. 
Of ail medical procedures, tho full utilization of a complete immunization 
program in *.he easiest u> doouro-nt «m a «-.*sl -effect I veneas basis. Yet, I must 
express grave concern that we could be at 1 crisis point at any time, with 
either loss of nurply of valine or .meh an escalation in cost that it could 
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result In a shattering of our excellent program. Outalde of developing a com- 
pensation program for children, our oonoerns for supply and ooat of vaoolna and 
the ability to oontinue a full immunization program have been the major reaaons 
for the tremendous interest of the Aoadeay in this subject, 

Every year approximately 3 ■ 000 ,000 ohlldren are born In thla oountry. For their 
basic immunizing, those 3,000,000 will eaoh require three dosea of DPT and two 
doses of oral polio vacolne. At eighteen months they require a booster dose of 
each of these vaccines and again, at school entry, a booster dose of DPT and 
oral polio. This results in a minimum of 15,000,000 doaes of DPT and 8,000,000 
doses of polio that are given each year. Even with proper administration and 
uie of the best vaccine products available today, we can expect a oaae of polio- 
like disease to result out of eaoh 5,000,000 doses of polio vaooine and a 
serious, permanent neurological disorder to result from every 300,000 doses of 
DPT. Thus, with the annual doses, administered, there will be approximately two 
oases of paralytic disease and at least fifty (50) permanent neurologlcl 
injuries that follow. These occur at no fault on the part of the provider or 
the producer of the vaccine. This is an annual year*ln and year-out toll that 
is inevitable if we are to maintain an Immunized population. 

When 3*rlous injuries occur from any one of the vacolnes, the emotional and 
financial toll for the families Involved is severe. The financial streas begins 
inimorl tately and it Li difficult for any family to manage these costs* These 
cents are continual and often will extend over the lifetime of the vlotlm. If a 
flnanoial settlement is reached under the tort process, It Is usually six to 
eight years after these costs have begun compounding. Suoh a tedious legal 
recourse prolongs this streas foi* those children and their families who are the 
innocent victims of the system. 

The Academy has spent a number of months negotiating with the parents 1 group, 
Dissatisfied parents Together, to reaoh agreement on the provisions of thla 
bill. We found that they had many strong oonoerns that went beyond our original 
concept of the legislation. We came tc realize that their oonoerns were real 
md based on their difficult experiences and they similarly oaae to appreciate 
the validity of some of our concerns. We know that there are other Interested 
parties that will speak out on this subject and they should be heard. We are 
confident that oui of these hearings can oome an excellent piece of legislation 
that can Improve our management of vaccine Injuries. The time may come when 
research will be able to provide us with clean, perfect, and reaction-free vac- 
cines. However, we should not have to wait for that day to give us relief from 
then*! s.id instances. 

At the present tim*, '.hero is no avenue for compensation for vaccine Injuries 
«»xcept in the tort process. In 30me Instances these have resulted In huge 
windfall settlements whllo In others the victim may be unable to cope with the 
tedious tort process and no settlement is reached. In other instances thvre has 
been injury md sljjnif i«;ant expanse, but there may not be prospect for a settle- 
ment lirffn enough to jint.ify the great deal of work needed by a lawyer to bring 
,it:tl«>n . 

Noverthless, th** "«»mt intly increasing hurdon nf large vaccine injury settle- 
ments has had serious adverse effects on vaccine supply. The number of vaccine 
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producer* haa been sharply reduced in recent yeara and the coat of vaooine haa 
Increaaed dramatically. Both of these effects can be relatod In part to the 
burden of liability the vaccine produoera are carrying at the preaent tine. The 
result ia that we now have only one aource of supply for polio, meaalea, german 
measles, and sumps vaccine and only three aourpea of aupply for Dltf vaccine. 
Thla ia certainly not a competitive situation, which ia typloal of\the American 
way, and it doea not give one a aenae of a secure supply. \ 

We know that a real concern of the Congreaa will be in the ooat of a odmpen- 
aation program. We have aeen the estimate of the Congressional Budget Office 
(CBO). We have not aeen the details of their calculations, but we believe that 
the program oan be put in plaoe for much less than CBO estimates. The Academy 
commiaaioned a cost atudy by a reapeoted Waahington firm which found the pro- 
jected coata to be leaa than one-fourth the CBO estimates and these arm probably 
high. I would like to call attention to four variables in our study. Our atudy 
reflects the coat of inatl tutionalization of victims that are completely and 
totally diaabled for a normal lifespan ip to seventy-three (73) years aa well as 
figurea for a reduced lifespan of forty (HO) years. While conclusive data is 
not available on longevity for these individuals, I suspect that the lower 
lifespan ia more nearly oorrect. If this ia true, our estimates oan be reduced 
accordingly. Secondly, the large coat of the compenaation program for the firat 
two years ia baaed on a "grandfather" proviaion whioh extenda retroactivity back 
mm- twenty years. We feel that the estimate for actual caaes under thia provi- 
sion ia high, n is baaed on eaoh of the paat twenty (20) yeara having produoed 
the same calculated number of injuriea each year and each of theae caaea being 
acie to document the source of the injury and being oapable of proper adjudica- 
tion arter this period of time. If thia ia true, and we have reason to believe 
io, our estimate nan be further reduced by a considerable amount. 

% 

Third, our report calla attention to the fact that the eatimatea are baaed on 
the total coat of the program on the aaaumption that 100S of the olalaanta will 
opt for pursuit under the "new" compensation system. While this may be the best 
method for calculating an estimate, it is certainly not a realistio appraisal of 
what may happen under an optional system. And f'nally, the report calls atten- 
tion to the fact that there is a considerable real oost in operation at the pre- 
sent time that we have not been able to calculate. The present liability costs 
under the tort prooess is incorporated into the preaent day coata of the vac- 
cines. That coat involved in the vaccine could be reduced in proportion to the 
acceptance of a eonpenaation aystem. A amall indication of that coat ia in the 
fact that the budget for the federal immunization program had to be increaaed 
$7,00,000 for the r.ext year aimply to maintain the immunization level in the 
public sector alone. There are other costs that are hidden in the medicaid 
program, crippled children's program, and other government programs in providing 
car** for disabled children. Let. us again emphasize that the estimates provided 
are for tota l cost, and not all of these costs are new coata . 

Whil*? this could be looked upon as simple compensation legislation to take care 
of another instance of product liability, let me again stress that the Justifi- 
cation lies in the fact tha> this is the only produot, to my knowledge, whose 
use is miwirnd by law. ThH 1 * n unique situation that la deserving ol special 
remedies. £ 
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While we are taking the Congroaa to aaauae a new responsibility In providing a 
system for compensation in tbeae epeolal lnatanoea, it is not an un tested idea. 
Variations on this ides have funotloned for several years In moat of the Western 
European nations and in Japan. Many of these nations are less capable of 
extend inj|^|)gs£ benefits to their oltlzena than is this greet oountry* 

We have spent many hours debating some of the features that have gone Into the 
writing of this legislation. It would be well to Mention here some of those 
features that required partloular consideration and give some explanation for 
• thee. 

* tj Hi 6 , lftglalatlon provides for an optional aye tea . It oould be argued that a 
mandatory system oould be aore easily edmlnlstered and the oost estimates oould 
be developed aore precisely. However, we had s greet oonoern that the enactment 
of euoh a aandatory aystea would hold up under the test of constitutionality. 
It is oertaln that it would be argued that a mandatory system deprived the indl- 
vidusls of their acoess to oourt if that aooess were desired* 

#2: The legislation requires a prompt settlement of plains . This is fundaaen- 
tal to any improved syst'.m that is devised. 

#3: The law mandates an obligation to pursue Improved vsoclnes. This obliga- 
tion arises now only through oompetltlon In the marketplace. 

#M : The legislation requires the reporting of reaotlons rather than the present 
voluntary reporting . It is hoped that mandstory reporting will develop more 
exaot data of the aotual ooourrenoe of reaotlona. 

#5: The legislation makes provision for real 1st lo awards . It la expected that 
with the awards being reallatlo, end with the system giving prompt settlements, 
there will be an lnoentlve to aooept the option of going into this system for 
settlement* 

The Academy appreciates this opportunity to. present to this oomaittee end to the 
Congress our Interests and our concerns on the entire question of vaocine 
injury* We reoognlae that the problems Involved here are not simple and that 
the answers likewise cannot be simple and direct answers. Yet we are oonvlnced 
that working together with Congress we oan provide an answer for most of these 
problems. We are convlnoed that the time Is at hand when we must reaoh a direct 
and equitable resolution of a problem that has been building for a number of 
years. The problem is real. The costs of a resolution are not exorbitant* The 
co;t of continued neglect can be muoh greater. 
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Senator Hawkins. Thank vou, Dr. Smith. 

Dr. King, could we hear from you now, from the Association, of 
State and Territorial Health Officers? i 

STATEMENT OF STEPHEN H. KING, M.D., STAFF DIRECTOR, 
HEALTH PROGRAM OFFICE, DEPARTMENT OF HEALTH AND 
REHABILITATIVE SERVICES, STATE HEALTH OFFICER FOR 
THE STATE OF FLORIDA, AND SECRETARY-TREASURER, ASSO- 
CIATION OF STATE AND TERRITORIAL HEALTH OFFICIALS 

Dr. King. Madam Chairman, my name is Stephen King. I am a 
physician, State health officer for Florida, and secretary-treasurer 
of the Association of State and Territorial Health Officials. 

I am pleased to appear before you today to discuss Senate bill 
2117. There are really two reasons for my being here. The first is 
that in the last 6 months this bill has been carefully reviewed by 
public health staff in the Florida Department of Health and Reha- 
bilitative Services. It has kept our attention for a number of rea- 
sons. One, of course, is our responsibility for the large number of 
infants and children who receive vaccines and the vital human po- 
tential they represent for our State. In the public sector alone, 
Florida administers more than 855,000 doses of vaccine that are 
purchased with public funds, primarily to children under 7 years of 
age. The tote 1 , number of doses for the combined public and private 
sector service delivery exceeds 1.7 million. That is 1.7 million po- 
tential situations which could come under the provisions of this 
bill. Florida, indeed, has a tremendous stake in both the content 
and the ultimate effect of this bill. 

The second reason for my l>eing here today is to represent the 
Association of State and Territorial Health Officials. Members of 
the association hold the ultimate responsibility for prevention and 
control of all vaccine-preventable diseases in their States. It would 
be difficult tc find a group in this country, I believe, who places 
greater importance on the value of immunization in protecting the 
health of children. This point is a part of my prepared comments, 
Madam Chairman. I ha v e attached at the back a resolution passed 
by the association in 1978, and I would like to have it included for 
the record, if I could. 

Senator Hawkins. Without objection. 

Dr. King. It is certainly in support of what this bill is attempting 
to do. 

Progress in immunization is, by nature, a slow and gradual proc- 
ess. The gains which this country has made since 1977 in raising 
immunization levels to their current high points are the results of 
expanded State legislation, intensified efforts by State health de- 
partments, and increased Federal funding and support. 

Incidentally, in Florida, Federal support for the imported cases 
of measles and the resultant outbreaks has been essential in our 
efforts to control it. 

It has not happened easily or quickly. This national success is 
mirrored in Florida. In 1977, Florida reported 308 cases of measles 
to the Centers for Disease Control. In 1981, Florida passed the com- 
prehensive immunization law requiring immunization coverage for 
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all children in all grades. i) ue i n large part to this law and its en- 
forcement, we have one confirmed case this vear so far. 

Recent surveys of school records in Florida revealed that 97 per- 
cent of all children entering public and private schools in kinder- 
garten and first grade were adequately immunized against the 
childhood diseases. Immunization levels for children in higher 
grades are nearly as high, though they do remain a problem for us. 
Our levels for all schoolchildren are believed to be the highest of 
any point in the State's history. 

Yet, even as we congratulate ourselves on our successes, we must 
remember that these levels are fragile and these levels are tran- 
sient. Many factors could influence our ability to maintain these 
levels, and there are a number of factors. Among them are vaccine 
price, parental support of our programs, and the participation of 
the private medical community. 

We are aware that there are rare occurrences of adverse reac- 
tions to these immunizations. Since our Nation is so large, these 
occurrences are also numerous. These reactions may lead to tragic 
and disabling medical conditions. Even as technology improves the 
quality of the immunizing material and the numbers of adverse re- 
actions hopefully drops, there may remain some level of reaction 
which is unavoidable if society continues to realize the very great 
benefits that 1 believe immunization programs offer. 

In our current legal environment, it appears that victim compen- 
sation for these adverse medical outcomes is difficult. Expenses for 
the cost of litigation for both plaintiff and defendant are enormous. 
Deserving victims may not be adequately compensated. Occasional- 
ly, as a result, parental concerns may lead to questions of the con- 
tinuation of our programs, as we heard this morning— programs 
which I personally feel are among our society's most valuable and 
most important. 

This proposed bill, therefore, is a response to an evident need for 
a more efficient and fair system of compensation for victims of 
childhood vaccine injury. We vaccinate all children to protect not 
only themselves, but we also do it to protect the community from 
disease. I believe we owe compensation to those persons medically 
injured for *\c mblic good. 

Health p*\ ssionals in State v-nd Federal arenas, as well as in 
the private sector, have been searching for an answer to the ques- 
tion of compensation for vaccination injuries for over a decade. Re- 
member, this resolution was passed in 1978. This bill is the first na- 
tional effort toward a comprehensive solution to the permanet 
problem posed by risks inherent in the administration of all child- 
hood vaccines. 

The association and the State of Florida laud this effort as a posi- 
tive public health measure with potential benefits for both individ- 
uals, health agencies, and the general public. 
I need to say there are some portions of the bill that my associa- 



more exact definition, for instance, of the medical events following 
vaccinations which qualify for compensation. It is, after all, those 
medical injuries relating directly to the effects of the vaccine which 
led originally to this proposed legislation. Also, there is the issue of 
true negligence, lost wages, and pain and suffering and we have 




attention. I would like to see a 
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heard already a good deal about that, I think, as to the questions 
that have come up. 

Of course, the final concern that I would like to discuss today 
very, very briefly is the potential effect on the cost of vaccine and 
what impact this bill will have not only in cost of the administra- 
tion of the program, but the difficulties on program administration 
itself. I think all of these problems can be dealt with, but they are 
there and need to be acknowledged. t 

I stand ready to offer the services of members of the association 
and of the State of Florida to assist you in dealing with these ques- 
tions. Our support for the concept of compensation for inadvertent 
vaccine injury is unquestioned. Our support of you, Senator Haw- 
kins, is great in your interest on this bill. Our desire now is to fully 
answer the questions raised as they will affect millions of Ameri- 
can children yet to be immunized. 

Every year more than 3.1 million children are born in this coun- 
try. Each one of them needs the protection offered by vaccination 
For the vast majority of infants, this means a series of vaccines, 
and I won t g .» into that. However, it adds up to 25 million doses of 
vaccine administered annually in the United States to small chil- 
dren alone. Immunization of older children and adults adds an- 
other 10 million doses. 

In closing, I believe this bill is an excellent beginning to the cen- 
tury-old problem of vaccine injury compensation. There are pres- 
sures which surround this issue. They are longstanding; they are 
powerful; and they are conflicting. For the sake of the great 
number of potentially affected children in this generation and the 
next and the next, we must give this bill both our support and also 
very careful, very reasoned attention during its legislative process. 

Thank you, Madam Chairman. 

[The prepared statements of Dr. King and the Association of 
State and Territorial Health Officials follow:] 
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STATEMENT BEFORE THE U. S. SENATE COMMITTEE ON LABOR 
AND HUKAN RESOURCES, MAY 3, 1984 

STATEMENT OF STEPHEN H. KING, M.D., STAFF DIRECTOR, 
HEALTH PROGRAM OFFICE, DEPARTMENT OF HEALTH AND REHABILITATIVE SERVICES, 
STATE HEALTH OFFICER FOR FLORIDA AND SECRETARY-TREASURER, 
ASSOCIATION OF STATE AND TERRITORIAL HEALTH OFFICIALS 

I am pleosed to appear before you today to discuss S. 2117, the 
National Childhood Vocclne Inlury Compensation Acc. There are two reasons 
for my being here. The first' is that for the last six months, this bill 
has been carefully reviewed by Public Health staff in the Florida Depart- 
ment of Health and Rehabilitative Services. It has kept our attention for 
o number of reosons. One, of course, is our responsibility for the large 
number of lnfonts ond children who receive vaccines, and the vital human 
Potential they represent for our State. In the public sector alone 
Florida administers more than 855,000 doses of vocclne that are purchosed 
with public funds, primarily to children under seven years of age. The 
total number of doses for the combined public and Private sector service 
delivery exceeds 1.7 million. That is 1,7 million potential situations 
wnicn could come under the provisions of this bill, Florida, Indeed, has 
c :?i-er.Ju.js stake In both the consent ano the ultimate effect of this bill, 
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The second reason for my being here today is to represer, the 
Association of State and Territorial Health Officials. Members of the 
Association hold the ultimate responsibility for Prevention and control 
of vaccine-preventable diseases In their states. It would be difficult 
to find a group in this country who places greater importance on the value 
of immunization in protecting the health of children. (See Attachment 1) 

Progress in Immunization 1$/ by nature, a slow and gradual process. 

♦ 

■he gains which this country has made since 1977 in raising immunization 
levels to their current high points are the results of expanded state legis- 
lation. Intensified efforts by stote health departments, ond Increased 
Federal funding. It did not happen easily or Quickly, This national suc- 
cess is mirrored In Florida, In 1977. Florida reported 308 cases of 
measles to the Centers for Disease Control (CDC), In 1981. Florida passed 
o stringent and trworehensive Immunization low. reai-lrlng immunization 
coverage far children *n all grades. Due in large pari to the enforcement 
of this lew, Florida has reported only one confirmed measles cose to CDC 
in 1984, 

Recent surveys of school records in Florida revealed tnat 97% of oil 
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children entering public and Private schools In kindergarten v and first 
grade were adequately Immunized agolnst the childhood diseases. Immuni- 
zation levels for children in higher grades were nearly as high. Our levels 
for all school children are believed to be the highest of any point in the 
State's history. 

Yet even as we congratulate ourselves on our successes., we must re- 
member that these levels are fragile and transient. Many factors could In- 
fluence our ability to maintain these levels — factors such as vaccine 
trice/ Parental support, and the participation of Private medttal Practi- 
tioners. 

We are aware that there are rare occurrences of adverse reactions to 
immunizations, since our nation is sa large these occurrences might be 
considered to be nume r ous, These reactions may lead to tragic and dis- 
abling medical conditions. Even as technology improves the quality of the 
Immunizing material and the numbers of adverse reactions decrease* there 
may remain some level of reaction which is unavoidable If society continues 
to realize the very great benefits immunization Programs offer, 

In our current legal environment It opoeors that victim compensation 
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There arf seme Portions of the bill that may need further attention, 
i would like to $ee a more exact definition of the medical events follow- 
ing vaccinations which Qualify for compensation, It is those Radical 
injuries relating directly to the effects of the vaccine which led origi- 
nally to this Proposed legislation, Also, the issues of true negligence/ 
lost wages, and oain and suffering should be carefully examined as to 
their orooer Place in this bill, A final concern includes the potential 
effect on cost of vaccine and what impact that .ill have on program ad- 
ministration. 

I stand ready to offer the services of members of the Association 
and the staff of the Florida Department cf Health and Rehabilitative 



Services to assist in dealing with these Questions. Our support for the 
concept of compensation for Inadvertent vaccine injury is unquestioned, 
Our support for Senator Hawkins as she demonstrates her interest and con- 
cern over this c?hlld health issue is firm. Our desire now is to fully 
answer the questions raised by certain provisions of the bill as they will 
affect millions of American children yet to be immunized, 

Lv*r, cr, -pre than 3.1 nil lion children are born in this country. 
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Each one of them needs the protection offered by vaccination, For the vast 



majority infants, this means o series of three vaccines dlphthe« la, 
tetanus, end Pertussis (DTP), meosles, mumps, and rubella (MMR) , and polio 
(TOPV) -- given in a series of five clinic \lslts before the second birth- 
day. This adds up to nearly 25 million doses of vaccine administered 
annually In the U. S. to small children alone. Immunization of older 
children and adults add another 10 mlillon doses. 

« 

In closing, I believe S. 2117 is an excellent beginning to the 
century-old problem of vaccine Injury compensation. The pressures which 
surround compensation ars long-standing, powerful, and conflicting. For 
the sake of the great number of potentially affected children in this 
generation end the next, we must give this bill both our support and care- 
ful attention during its legislative course. 

rhenk you. 
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Attachment 1 



Statement of the 
Association of State and Territorial Health Officials 
on Vaccine-Related Injuries 

Since barriers to the success of important preventive health programs have 
occurred due to the problem of liability alternative to the Torts system within law* 
the Association of State and Territorial Health Officials recommends that: 

1. A uniform national compensation system be developed to cover the 
necessary costs of the occasional circumstances of non-negligent vaccine-related 
injury to those who participate in any immunization program encouraged as a matter 
of national health policy; 

2. The Secretary of Health, Education and Welfare should .review the detailed 
studies and recommendations already made available to him, and forthwith recommend 
to Congress the administration and funding of a compensation system for those 
occasional* individuals found on substantive* review to be non-negllgently injured 
from receipt of licensed vaccines, and regardless of whether the vaccine program 
provider is a public health agency, or private provider who has been enlisted in the 
interests of national policy; ^ 

3. That the Federal government published model duty-to-warn forms add 
^h.e availability of compensation and the means by which review of requests may 
b$ initiated, as veil as the fu l l information on the benefits of the vaccine to both 
individual participants, and the whole society, as a means of encouraging informed 
participation in national immunization initiatives; and 

4. Congress pass the necessary statutes to authorize and appropriate to; 
the eftaNishmfnt of the proposed national compensation system, stressing that 
its purpose is one of social justice for those who participate In valuable national 
;-n»xMniK (\'t th? nood of u \\ as *ell as for their o*n individual benefit. 

Approved by Executive Committee 
August 24, 1978 
Port Ludlow, Washington 
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Senator Hawkins Thank you so much, Dr. King. 
Dr. Salk, we look forward to your testimony. You are a famous 
doctor. 

STATEMENT OF JONAS SALK, M.D„ THE SALK INSTITUTE FOR 
BIOLOGICAL STUDIES, SAN DIEGO, CA 

Dr. Salk. Madam Chairman, I have been listening very carefully 
to testimony that has been given thus far, and I wish to offer for 
the record what I have prepared in writing. I would like to empha- 
size the point that one of the available poliomyelitis vaccines [oral 
live virus vaccine] causes paralysis in a small number of instances 
and that an alternative vaccine exists [injected killed virus vaccine] 
that does not cause such injury. Another vaccine that is the cause 
of injury is the pertussis component of DPT. To make my point I 
would like to put the following question to the committee: If two 
pertussis vaccines existed, one of which causes injury and the other 
does not, would the latter not be the one that would be used to 
avoid such injury? I want, therefore, to bring to your attention the 
fact that the live poliovirus vaccine now in general use, causes 
more than the two cases per year of vaccine-associated paralysis, as 
has just been stated by Dr. Smith. Such cases occur to the extent of 
about (5 to 10 cases per year and not only in children who are vacci- 
nated but in adults who are contacts of vaccinated children and 
also in community contacts. Accumulated over the period of time 
since the live poliovirus vaccine has been in use, more than 200 
cases have accumulated over the period of the last 20 years. 

In view of the fact that a killed poliovirus vaccine exists which 
does not cause vaccine-associated paralysis, I would suggest that 
the way to deal with polio-vaccme-associated injuries would be. to 
exclude indemnification for polio-vaccine-associated injuries from 
the legislation so as to create an incentive to avoid such injury 
since the killed virus vaccine is equally effective in protecting the 
vaccinated individual and the community from the development of 
outbreaks of poliomyelitis. 

This issue has been a subject of considerable discussion for quite 
seme time. These facts were brought prominently to attention 
more than a decade ago. The conditions that have prevailed in the 
past as far as questions of equivalence of effectiveness of the killed 
virus vaccine which is safe as compared with the live virus vaccine 
that does ca\ise injury, have now, in 1984, been resolved because of 
advances in the science and the technology of killed virus vaccine 
manufacture. If the science and the technology of pertussis vaccine 
manufacture was similarly advanced then the use of an improved 
vaccine would be introduced rather than indem itication. My 
simple plea is that indemnification is not necessary for solv^g the 
problem of polio-vaccine-associated injuries. 

(The p r epared statement of Dr. Salk follows:] 
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I an here to offer ray vlewi on legislation now being considered 
to pro/ide compensation by the United States government to victims 
of vaccine-related injuries. I believe that such victims should 
receive fair and adequate compensation without the necessity to 
engage in uncertain lawsuits with producers of biologies, and their 
insurers, who understandably will use their power to defend the'r 
interests which differ from that of the victim. 

I have two serious concerns with regard to such legislation: 

- One Is the removal of the incentive for manufacturers 

and the scientific community to improve existing vaccines — 
for example, the pertussis component of the DPT vaccine. 

- The other is the removal of the incentive to change policy 
when equally effective but safer vaccines already exist — 
for example, poliomyelitis vaccine. 

Therefore, such legislation should provide for: 

- Encouragement of research and development of vaccines free 
01' the unlowaru side effects for which indemnification is 
Co be provided. 

With regard to pertussis, further research and development Is underway. 
However, In the case of poliomyelitis two vaccines exist, one of which 
has the property of causing a small but definite number of cases of 
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paralytic poliomyelitis each year and the other of which is free of 
this property. Figure 1 shows the effect of vaccination on tU* 
incidence of poliumyelitis in the United States, and Figure I shows 
that since 1973 more polio cases have been caused by the live virus 
vaccine as compared to the number caused by the naturally occurring 
wild virus. The issue surrounding these observations has been dis- 
cussed many times and w<U t in due course, be resolved by appropriate 
changes in policy or by legislation. 

In summary: 

L am of the opinion that such legislation as is being 
proposed is necessary but should be written in such a 
way as to provide the kinds of safeguards that would 
avoid the need for indemnification as a remedy for 
vaccine-associated injuries. 



4 



J 72 

ERIC 



168 



Figure I 
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Incidence of total reported poliomyelitis in the 
United States, 1920-1971, 



Figure 2 
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Compar ison ot* the .innual number of cases of paralytic 
poliomyelitis due te wild poliovirus disease and of cases 
of live virus vaccine-associated disease in the U.S., 1951- 
1978. Aftor 1969 , the indicated cases of wild poliovirus 
disease are only those of domestic origin. 
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February 17, 1984 



RE: S-2117 - 

National Childhood Vaccine 
Injury Compensation Act 



Dear Senator 



I am writing concerning Senate bill 2117 (National Childhood Vaccine-Injury 
Compensation Act) which I understand 1s currently being considered by the 
Labor and Human Resources Committee. Although I support no-fault compensa- 
tion for vaccine Injury that cannot he avoided, one must carefully consider 
the wisdom of legislating compensatioik/or Injuries that are unnecessary. 
Use of oral, live poliovlrus vaccine cair^es the inherent risk of inducing' 
paralytic disease, whereas an al ternatlve >acc1ne is available that 1s \ 
equally effective but carries no such rlsk.Xlt is my opinion that live *\ 
poltovirus vaccine should not be 1-cluded 1n legislation concerning 
compensation of vaccine Injuries until careful consideration has been made 
of the legal, etnlcal , and economic implications of such action. 

Oral, live poliovirus vaccine is also called OPV or $abin-type policvirus 
vaccine. Every year, the Centers for Disease Control receive an average of 
nine reports of permanent paralysis caused by the live poliovirus vaccine. 
It is likely that additional cases occur but are not reported. Approximately 
one-third of the cases are infants who received live poliovirus vaccine, 
one-third are young adults (primarily parents) who come in contact with 
vaccinated infants, and one-third are in other children or adults who come 
in contact with vaccinated persons. Those people who are paralyzed after 
coming in contact with a vaccinated person have never consented to be 
vaccinated and are usually unaware they are at risk of contracting paralytic 
disease. v 

Nine cases annually seems like a small number, but it must be examined in 
context. In the first place, these cases involve permanent paralysis or 
loss of life, injuries that are particularly tragic and costly to society 
wh»»n ».hi»y occur in infants or young parents. Secondlv, disease due to 
n«i»uri!1y occurring polioviruses has essentially been' el iminated from the 
ijntte'l States: except for imported cases and one outbreak of poliomyelitis 
i-iror-.ed :nto-the unvaccinated Ajnish community in 1979, virtually all cases 
of aanl/tic poliomyelitis since 1974 have been caused by the live poliovirus 
vaccine. Live noliovirus vaccine now causes more disease than the virus 
a ii :?i r ,t whrh it is -jsed. 
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The occurrance of vaccine-associated poliomyelitis is a result of Instability 
Inherent 1n the live pollovlrus vacdfle; such cases will continue to occur 
as long as the vaccine 1s used. This situation would be tolerable, and no- 
fault compensation might be reasonable, 1f there were no alternative vaccine. 
Another vaccine 1s available, however, that 1s equally effective 1n preventing 
paralytic poliomyelitis 1n Individuals and 1n controlling the disease in the 
community. Killed poliovirus vaccine 1s prepared from viruses that are dead 
and cannot cause disease; this vaccine, given by Injection, 1s also referred 
to as Inactivated poliovirus vaccine ( I PV ) or Salk-type vaccine. 

Killed poliovirus vaccine brought poliomyelitis under control 1n the United 
States in the 1950s and early 1960s. Live poliovirus vaccine was then intro- 
duced and became the vaccine of choice for a variety of reasons; use of killed 
poliovirus vaccine gradually declined. After hearings in the Health Subcom- 
mittee of the Senate Labor and Public Welfare Committee 1n September, 1976, 
when testimony was given by Dr. Jonas Salk, poliomyelitis vaccination policy 
was reviewed by a special committee of The Institute pf Medicine in March, 1977. 
The committee included physicians, lawyers, manufacturers, clergy, politicians, 
and consumer representatives. The committee recommended (1) continued use of 
live poliovirus vaccine for primary Immunization of Infants, (2) use of killed 
poliovirus vaccine for certain specific circumstances, and <3) a review of 
poliomyelitis vaccination policy 1n 5 years (March, 1982). No such review 
by a broadly representative body has yet been undertaken, although many of the 
circumstances considered by The Institute of Medicine committee 1n 1977 nc 
longer apply in 1983. 

As you might expect, many lawsuits have been filed against Individual 
physicians and vaccine manufacturers as a result of live virus vaccine- 
associated paralytic poliomyelitis. In addition, however, cases are now 
pending against the American Academy of Pediatrics and the U.S. Government 
for their actions regarding live poliovirus vaccine. , 

I urge the Labor and Human Resources Committee to reevaluate poliomyelitis 
iTtruni,;a -.ion policy before including oral, live poliovirus vaccine in a 
vaccine- injury corroensa tlon bill. 

for /ou'- •yrtner i nt'cr-na tion , I have enclosed the abstracts of tnree papers » 
put>l i-.*»»d in i9-;0 tnat discuss immunization against poliomyelitis in the 
Uni U"l states. 



Si 




Darrell Salk, M..0. 
Assistant Professor of 
Pathology and Pediatrics 
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Senator Hawkins. Thank you. Dr. Salk. We're glad you came, 
also. 

Mr. Dodd, an attorney from Torrance, CA? 

STATEMENT OF ANDREW DODD, ATTORNEY, WARD, DODD & 
GRANT, TORRANCE, CA 

Mr. Dodd. Yes, Senator. I am briefly going to summarize what I 
have already submitted to the committee. 

That is that there are candidates in our society today allegedly 
suffering from pertussis injury, pertussis vaccine-related injury, 
who are not candidates for litigation. This bill presents an alterna- 
tive for those children. 

I, myself, over^he past 4 years have seen three of these children, 
and I think it is very important that the committee understand 
that, in that sense, I am not biased, because this bill will, in my 
opinion, benefit at least three children who have undoubtedly meri- 
torious claims but are not appropriate candidates for litigation. 

Any litigator in the United States today who is presented with 
an allegedly vaccine-related injury must face two issues. The first 
issue is who manufactured the vaccine. One of the issues that has 
dealt with this bill, of course, requires mandatory reporting by the 
administering physician of vaccine manufacturer identity. Howev- 
er, that has not been true over the past 40 to 50 years. Consequent- 
ly, there is a serious problem in the legal profession in attempting 
to obtain identification of manufacturers involved. If you do not 
have manufacturer identification, you then in most States in the 
United States have no lawsuit. 

Now the people who fall into that category would benefit greatly, 
in my opinion, by this bill, because they would have an opportunity 
to seek compensation for what is an extremely devastating injury 
to a family unit in terms of finances. 

With regard to the pertussis vaccine-injured children, that injury 
presents in many ways. One of the ways that it presents in is a 
child with a mental capability which never exceeds 18 to 24 
months, no matter what the chronological age is. You have a child 
in that instance who is basically uncontrolled; who may be partial- 
ly controlled by medication, although not necessarily; a child who 
will require a sheltered environment for the rest of that child's life; 
a child whose quality qf life may, we hope, be somewhat improved 
by the application of rather substantial sums of money. 

The other issue faced by any litigator with a vaccine-injured 
child is the question of medical causation. Dr. Brandt from HHS 
has briefly discussed that, and he was talking about the difficulty 
of establishing a causal relationship between vaccination and 
injury. This, of course, is an issue which litigators must face every 
day. 

With regard to pertussis vaccine-injured children, who are that 
group that I am most familiar with, there are cases which, i^ecause 
of other possible causes, while they are very meritorious and while 
they certainly meet the ethical constraints that are pertinent to 
any attorney practicing in this area insofar as being legitimate 
claims, they may be in the position of being weak medically, on the 
medical causation side, and, consequently, parents of those types of 
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children do not have neeesH to our court system. I believe that 
these children would also benefit very greatly by the compensation 
aspect of this bill. 

The balance of this bill, relating to the questions of reporting and 
data collection, relating to the mandates to the Secretary to make 
investigations, these things are utterly unique. These are not paral- 
lel enactments that pattern after something that we could now do 
in the law. These are very important because they relate to culpa- 
bility. 

In order to show, if we can, that vaccine manufacturers have 
been negligent in the manufacture of pertussis vaccine, we must 
have records and we must have the ability to identify manufactur- 
ers. 

Dr. Smith, who I know has worked many hours on the bill, one 
of the things that he prepared in his statement today was that pos- 
sibly if) to ;")() vaccine-related injuries occur a year without fault on 
the part of the manufacturer. Now that, of course, is something 
that I would respectfully take exception with the good Dr. Smith 
on. 

In any event, the question of whether or not manufacturers are 
liable for these injuries is not something that we could say that a 
very distinct trend has developed in the courts to determine. It still 
remains to be seen to what extent, for instance, the manufacturers 
of pertussis vaccine are culpable. As spveral of the defense attor- 
neys who are seated in this room in back of me will confirm, there 
has never been a concession by a drug manufacturer that pertussis 
vaccine is particularly dangerous or that they bear any culpability 
under the law. 

Each one of these cases, I assure the Senator, is competently de- 
fended. There are competent expert witnesses on each side. When 
you face litigation, it is very important that the public understand 
that we don t necessarily always have these wonderful results that 
we all learn from Perry Mason. It is a rigorous kind of thing to do, 
and there are neople who don't fit into that category. 

Now to speak to some of the questions, to take the remainder of 
my time to speak to some of the questions the Senator has" raised, 
would parents choose this system? I think there are— I know of 
three sens of parents myself who would. I think the answer is clear- 
ly yes, people would choose this system. 

If this bill were to become mandatory to require this kind of 
mandatory administrative procedure for adjudication of claims, 
which I understand the Senator to have indicated that some of the 
potential cosponsors of the bill have expressed an interest in. I 
must, unfortunately, indicate that I would do all in my power at 
that point to oppose the legislation, and I believe that the parents 
that I represent throughout the United States would feel likewise. 

The net effect of that proposal, although it may be quite uninten- 
tional, is going to sweep what we believe to be the activities of the 
drug manufacturers with regard to pertussis vaccine under the rug. 
It is going, in effect, although again it may not be intended, to act 
as a bailout for the drug manufacturers in regard to pertussis im- 
munization 

There are estimated to be some M to 40 cases presently pending 
in the United States on the question of pertussis immunization. To 
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destroy thoae eases by passing a mandatory legislation, I think 
would be entirely inappropriate, I would submit. 

I was very .pleased to hear Dr. Smith mention t\ As the acade- 
my has identified, there are serious constitutional questions to 
doing that. You are talking about taking away from a child the 
right to a jury trial. In the case of a pertussis-injured child, you are 
talking about taking the right of a minor who is also a retarded 
person, taking away the right for a jury trial. I submit that that 
' would not be acceptable to many people that I know. 

One last point that Dr. Brandt raised— and, of course, the com- 
munication of ideas by the use of word of mouth is not an exact 
science, and I may have thought that I understood Dr. Brandt to 
say things that he did not say, but I thought he said that the ad- 
ministration is concerned that the passage of this bill could lead to 
a lack of public confidence in immunization policy. I think the 
truth of the matter, Senator Hawkins, is that this committee pres- 
ently is the sole and leading safety valve for what many counsel 
feel is an incredible scandal of incredible proportion. This commit- 
tee provides a forum for people of opposing views to come together 
and talk about these problems. The transcripts of this committee 
have indicated opinions of a wildly divergent nature. 

We have an accusation, I believe, in the records of this commit- . 
. tee that even for a television station to put this issue on the air is 
journalistic malpractice. The point of it is, and what drives people 
to make those kinds of statements is, that this whole , issue has 
become polarized. There are people on one side and people on the 
other. This committee, I believe, has provided the safety valve for 
this issue. It is very much to the credit of this committee. 

The real, clear, and present danger in this issue is that debate 
will be silenced; that there will be no discussion in the press about 
this issue; and that ultimately, the information that is coming 
slowly but surely in the court system in the United States about 
specifically pertussis manufacture will break, the public will be 
enormously upset, in my humble opinion, and we run the danger 
there that you are going to have a lack of acceptance of immuniza- 
tions that are appropriate. 

For instance, people may, if they learn about pertussis vaccine, if 
they determine in their own mind that it is an outmoded product, 
that the design of the product is some 53 years of age, if they deter- 
mine they don't want their children to have that, and if that is per- 
mitted in their State by law, we run the risk that those parents 
may become confused and also try to deny diphtheria and tetanus 
vaccination. Diphtheria and tetanus, as I am sure the members of 
this panel know better than I do, are not something to fool around 
with. They are an extremely dangerous series of childhood illness- 
es. 

If we stop this debate, if legislation is not passed, then we are 
going to leave it again in the laps of the litigators. The litigators 
are doing their best, Senator Hawkins, but our access to informa- 
tion is certainly short of CDC; it is short of DOB; it is short of FDA. 
Whv those people have not chosen to exercise access into all of the 
information available, I don't know, but the suggestion that this 
committee is somehow going to contribute to the lack of public con- 
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fidencv, I really respectfully submit is a complete reverse of the 
truth. 
Thank you 

[The prepared statement of Mr. Dodd follows:] 
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The Honorable Orrin G. Hatch 
United States Senate 

Committee on Labor and Human Resources 
Washington, O.C. 20510 

In re: S.2117, The National Childhood Vaccine Injury 
Compensation Act 

Testimony of Andrew W. Dodd, Esquire 

D«ar Senator Hatch; 

Thank you for your kind letter of April 24, 1984. 

I have been asked to comment upon the appropri- 
ateness of S.2117 from the perspective of a litigator with 
some experience in Can is of post vaccine pertussis encepha- 
lopathy. 

In tills regard I should note at the outset 
that 7 very much favor the legislation* under consideration 
by your Committee, both from a professional perspective and 
on a philosophical basis as a ru. iber of this society and 
as the parent of pediatric immunization age children. 

On this latter point, the philosophical per- 
spective, it is my feeling that the recognition implicit f 
in the legislation, that there exists a serious problem with 
pertussis immunization, is an appropriate legislative finding, 
one which has been much too long in coming. 

There was a time, not too long ago, wh«n I 
was of the opinion that the mere recital to appropriate 
authorities in the health care delivery system of the bold- 
faced facts with tegard to pertussis vaccine would, «urely, 
be sufficient to bring about change in the manner In which 
this product is in daily use. 

After three years of letter writing I no longer 
believe in this approach. 

Therefore, I applaud the efforts of this Com- 
mit toe with regard to the preliminary fact findinq process, 
f!i]. ( 'i'ifllly those efforts of The Honorable Paula Hawkins. 
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On my ft rut .point, a litigator's perspective, 

my view is perhaps beat explained by a brief summary of 

the manner in which a typical suspected case of pertussis 
vaccine damage is handled by this firm. 

Typically initial investigation of these cases 
involves, in part, the following stepsi 

1) In moot states the United States, with 
the possible exception of California, it is an absolute 
condition precedent to litigation that the Identity of the 
manufacturer of the pertussis vaccine in question be estab- 
1 ished. 

This "manufacturer identi f i cation" has proved 
to bo a most difficult aspect of these cases inasmuch as it 
is clearly not the practice of the physicians in this country 
to note in a child's medical chart, or elsewhere, such iden- 
tification . 

Indeed, one landmark case in the 60 'a on 
this product was reportedly lost, in part, because no such 
manufacturer identification was forthcoming. 

2} Assuming that manufacturer identification is 
forthcoming, which is not always the case, the next stop is 
that of establishing medical causation. 

In this regard it is important to note that 
theie In no single "test" to determine whether or not a 
child has been damaged by pertussis immunization. 

Rather, the process by which such a diagnosis 
is rendered involves, in part, a quiue complicated and 1 i- 
borious process of examination of each and every medical record 
ever venerated with respect to a patient plus a battery of 
various diagnostic tests. 

Inherent in this process is the fact, which 
I frequently ee , that inadvertent errors often creep into 
\ patient's . irds. 
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Once these two steps are accomplished it then 
becomes necessary to make' a determination as to whether or 
not a particular child's claim is a proper candidate for 
litigation. 

Thin is not an easy decision to make, especially 
in view of the fact that attorneys involved iu this field, 
most certainly the ones that I am acquainted with, are quite 
coqnizant of the fact they are operating as a "Court of 
last resort", le., there is nowhere else, under the present 
tort system, for parents of gjortussis vaccine effected 
children to go. 

As against thin judicial tact of life counne) 
must balance the facts inherent in his own professional prac- 
tice, tne expense and rigors of litigation and the various 
ethical constraints inherent in the practice of law, most 
especially the mandate that counsel shall not accept more 
caseu than he hau the time and resources to prosecute. 

This balancing of various considerations has 
lead to, at least in m> own practice, a kind of legal 
"triage" wherein cases without extremely solid and con- 
vincing drug manufacturer identi ligation, and medical 
causation, mus^ be turned down i»i favor of cases that are 
"stronger" in the evidentary aonje. 

The net effect, therefore, of this "triage" 
process is that cases which undoubtedly arc meritorious, 
and which meet, ethical constraints regarding valid *nd 
appropriate claims must, regrettably, be t%urm?d aside, or 
at least "delayed, in favor of "stronger" claims . 

As against this process of screening the legis- 
lation underi consideration would, in my view, groatly assist 
is the resolution of the problems I have briefly outlined 
h»»r»» i nabftvt* '.nhetent In the traditional tort system. 

That is, as I perceive the effect of this legis- 
lation, counsel involved in the ar»M of pertussin immunization 
1 1 1 i -tat i on wiuld be provided with j choice, either to pursue 
t i ad M i unal litigation or to proceed by the alternative 
m»«thoci {.'ovivied for in the hill. 
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Inasmuch as tho bill under consideration does 
not require drug manufacturer identif ica ;ion, n< r Aoeu the 
same require the claimant to meet rigoious evidentiary 
standards with regard to medical causation, the proposed 
legislated alternative therefore- presents a "real" choice 
to parents faced with pertussis vaccine effected children. 

It is the provision for such a "real" choice 
which persuados me, from s litigator's perspective, that 
the subject bill is both appropriate, and necessary. 

Indeed, on a very personal level, I should be 
remisB if I did not disclose to this Honorable Consnittee 
that it is my intention, should the bill under consideration 
be enacted, to file claims on behalf of three children whoso 
claims, in my opinion, are not appropriate candidates for 
traditional 1 i tlgat ion. 




W. Dodd 
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Senator Hawkins. Thank you, Mr. Dodd. I personally appreciate 
those remarks, having been accused of the very things you are 
talking about. 

Dr. Alan Nelson of the American Medical Association? 

STATKMENT OF ALAN 14. NELSON, M.D., AMERICAN MEDICAL 

ASSOCIATION 
Dr. Nelson. Thank you, Madam Chairman. 

My name is Alan Nelson. I am a practitioner of internal medi- 
cine in Salt Lake City, UT, and I am also a member of the AMA 
board of trustees. 

Madam Chairman, the AMA has over the years strongly urged 
immunization of children and has long supported public health 
grants to States to assist in immunization programs. The AMA en- 
courages and supports State-mandated childhood vaccination re- 
quirements and continued research into the development of new 
and approved vaccines. The AMA Auxiliary has also developed and 
implemented major public education programs encouraging appro- 
priate immunizations. \ 

The beneficial results of this Nation s immunization activity are 
clear. For example, through the development and widespread avail- 
ability of vaccines, polio has been virtually eliminated. 

Wt» are fully aware, Madam Chairman, of the injuries and ill- 
nesses that can result from the administration of vaccines. Even 
when there is no negligence in the manufacture or administration 
of a vaccine, scientific evidence indicates that there is a predictable 
incidence of serious injuries that will inevitably occur in a certain 
small number of casen. 

Such cases are, indeed, small in relation to the total number of 
doses administered. But, regardless of the rarity of these tragic 
events, any serious adverse reaction is a matter of crucial concern 
to one who is dir- tly affected. 
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Our tort system provides a remedy for persons injured by negli- 
gent conduct of another. The problem confronted in the context of 
vaccine administration is that an injury may result even when no 
one has committed a negligent act. 

The moral problem for society arising from such injuries is that 
most States require pediatric vaccinations as a condition to school 
entry. Is it fair to require children to undergo vaccinations and 
then deny compensation in those rare instances of injury? Is it fair 
to leave compensation for children to innovations in tort theory 
that find liability even when there was no negligence? This is the 
dilemma that has faced and continues to face our society concern* 
ing vaccine injury cases. 

The AMA has actively participated in the pursuit of fairness for 
children injured seriously as a result of mandated pediatric vacci- 
nations. We have also been concerned about liability problems for 
vaccine manufacturers and for those who administer vaccines. In 
seeking this fairness, we advocate solutions that will continue to 
encourage parents to have their children immunized. We also s^ek 
a course of action that will preserve a ready supply of reasonably 
prict.j vaccines— a goal that has moved farther from reach as the 
number of vaccine suppliers declines and vaccine prices increase as 
a result of product liability litigation. 

We must also assure continued research not only into improve- 
ments in vaccines that are currently available, but we must assure 
continued research into new vaccines for diseases for which there 
is no prevention now, or perhaps even for diseases for which the 
cause has not yet been determined. 

The AMA in VMi convened a special Ad Hoc Commission on 
Vaccine Compensation, on which I had the privilege to serve as 
chairman, as a forum to examine all aspects of the vaccine injury 
compensation and to provide recommendations for appropriate leg- 
islative remedy. In addition to the AMA, nine other organizations 
were represented on the commission. These organizations included 
the Amer ican Academy of Pediatrics, the Pharmaceutical Manufac- 
turers Association, the Institute of Medicine of the National Acade- 
my of Sciences, Centers for Disease Control, and the National Con- 
ference of State Legislatures. All of these organizations designated 
a member of our commission. 

Madam Chairman, the commission has recently completed its 
report, and this report is appended to our full statement. The 
report of the commission is now being circulated to the organiza- 
tions that were represented on the commission, so that each orga- 
nization can react to the policy positions embraced in the commis- 
sion's recommendations. Last week the board of trustees of the 
American Medical Association adopted the report of the commis- 
sion 

The commission s ^oals were four: 

To identify and equitably compensate persons injured by severe 
reactions to pediatric vaccines; 

Second, to assure the appropriate vaccination of all children; 

Third, assure the continued development and availability of pedi- 
at ric vaccines; and 

Fourth, assure the continued participation of physicians e.id 
other qualified persons in the administration of pediatric vaccine. 
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The report presents 1M major recommendations, including a rec- 
ommendation calling for u Federal legislative program for the up- 
ropriate compensation of persons seriously injured as a result of 
tate-mandated vaccinations a*id a recommendation that such a 
compensation system must be the exclusive remedy of claimants 
and not merely an alternative to remedies currently available. 

The program envisioned by the commission report would involve 
a no-fault claims review process and would permit the Federal Gov- 
ernment to recover from a negligent party amounts it pays on 
claims. 

At this time I would like to present the views of the AMA on 
major features of Senate bill 2117. 

First, the Government program is an optional remedy. A major 
feature of S. 2117 is the establishment of a Federal compensation 
program as an alternative to the traditional tort remedy rather 
than being the sole source of compensation for vaccine-related inju- 
ries. Permitting claimants to continue to bring tort actions against 
manufacturers and providers will not achieve desired goals in our 
view, since sufficient protection is not provided from the increas- 
ingly high expense of litigation that is driving manufacturers' costs 
up, costs that have been asserted as forcing companies out of vac- 
cine production. 

Beneficial legislation should strike a fair balance between the de- 
sirable goal of compensating the victims of serious injuries and the 
need for vaccine-producing companies to operate in an environ- 
ment with some measure of protection from the extremely high 
legal costs in this complicated and threatening area of law. 

Madam Chairman the commission tried very diligently to get a 
handle on the degree of current legal activity against those who ad- 
minister and produce vaccines. It was very difficult to do so. As a 
matter of fact, we were unable to come up with any kind of hard 
numbers. 

However, an attorney who deals extensively with this kind of 
problem estimated in his report to the commission that in the Chi- 
cago area alone W to f>() suits are estimated to be filed charging 
vacci ne- re I a ted i nj u ry . 

Private tort remedy as an opt'on, however, would not promote 
the desired goal of removing existing barriers to achieving the nee* 
essary goals of providing for continued availability of vaccines at 
reasonable cost and maximum immunization coverage of our popu- 
lat ion 

The vaccine injury table: the bill contains a vaccine injury table 
that lists in great specificity a large number of compensable events 
and time periods for onset of those events. Many are too nonspeci- 
fic and do not constitute a reliable clinical indication. The system 
could he flooded 

The American Medical Association strongly recommends against 
having compensable injuries listed in the legislation. Identification 
ol 'compensable events through administrative procedures may be a 
more desirable alternative 

Surcharges on vaccine manufacturers: Wo i uv concerned that the 
suri'hnrge method of financing called for in Senate bill 2117 will 
nnlv accelerate the already high cost of vaccine since it adds to cur- 
rent costs by virtue of adoption of a new system of compensation. 
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Because the entire population benefits from immunization, not just 
those immunized, a more appropriate financing system might be 
one that ultimately relies on general revenue funding. 

Other concerns: In addition to these major concerns, questions 
are also raised relat.ng to the immunizations covered, statute of 
limitations, provisions as set forth in the bill relating to compensa- 
tion for loss of earnings, and definition of maximum feasible poten- 
tial. i 

We commend you, Senator Hawkins, for seeking development ot 
a means to assist children who are seriously injured through the 
administration of mandated vaccines. We urge the committee to 
consider the recommendations of the commission on vaccine com- 
pensation submitted with our testimony. We believe these recom- 
mendations could provide a framework for a beneficial solution to 
the vaccine injury compensation problem. We would be happy to 
work with this committee in developing a program accomplishing 
our mutual goals. 

While S. 2117 also addresses these issues, it continues the 
present, tort system that has resulted in serious problems in this 
field. For this and other reasons contained in our statement, we 
are opposed to enactment of Senate bill 2117 as it is currently writ- 
ten. 

Madam Chairman. 1 would be happy to answer any questions. 
(The prepared statement of Dr. Nelson follows:] 
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Mr. Chairman and Members of the Committee: 

My name is Alan R. Nelson. M.O. I am a physician in the practice of 
internal medicine in Salt Lake City. Utah. I am a member of the AHA' s 
Boerd of Trustees. With me todey is Kerry Peterson, Director of the 
AMA*s Division of Legislative Activities. 

The American Medical Association is pleased to be at this hearing to 
present its views on veccine compensation issues and on S. 2117, a bill 
that would establish a new federal program to provide compensation to 
persons injured as a result of receiving veccine immunizations . 



Mr Chairman, the AMA has over the y^ars sLrongly urged insnunization 
of children and has long supported federal public health grants to 
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states to assist In Immunization programs. The AMA encourages and 
supports state mandated childhood vaccination requirement* and continued 
research into the development of new and improved vaccines. The AMA 

Auxiliary has also developed and Implemented major public education 
programs encouraging appropriate immunizations. 

The beneficial results of this nation's immunization activity are 
clear. Today, through the development and widespread availability of 
vacw*nes, polio has been virtually eliminated, According to the Centers 
for Disease Control, the Incidence of mumps has fallen from 121,550 cases 
as recently as 1971 to 3,285 last year, and cases of measles have 
declined from 75,007 in 1971 to 1,436 In 1983. 

We Are fully aware, Mr. Chairman, of the injuries and illness that 
can result from the administration of vaccine*'. Even when there is no 
negligence in the manuf acture or administration of a vaccine, scientific 
evidence indicates that there is a predictable incidence of serious 
injuries that will inevitably occur in a certain small number of cases. 

Such cases are indeed small in number in relation to the total number 
of doses administered. For example, polio contracted from oral polio 
vaccine is estimated to occur once in 3.2 million doses, leading to an 
estimatod "> cases in a year. Encephalitis following DTP vaccino 
administration is estimated to occur 3.2 ti:*es per million doses leading 
to an estimated 43.2 cases per year. Encephalitis following measles 
vaccination is estimated to result in about 10 cases per year. Deaths 
due to anaphylactic shock from all vaccines is estimated to be one in ten 
million dotes i^c a total of five to six cases per year. Other adverse 
•♦vents, auch an peripheral mononeuropathy following DTP vaccine, occur 
very rarely, probably too rarely for evon one case annually. 
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Regardless of the comparative rarity of these tragic events, any 
serious adverse reaction is a matter of critical concern to one who is 
directly affected. 

Our tort system provides a remedy for persons injured by the 
negligent conduct of anothet . The pro b lem confronted in the context of 
vaccine administration is t hat an injury may result even where no one has • 
committed a ner.li&en*: act. 

The moral problem for society arising from such injuries is that most 
states re qulro certain pediatric vaccinations as a condition to school 
entry. States mandate such immunization because of the epidemiologic 
fact of "herd immunity," i.e.. all of society benefits from vaccination 
against communicable diseases — not just the vaccine recipient. Is it 
fair to require children to undergo vaccinations, and then deny 
compensation in those rare instances of severe injury? Is it fair to 
leave compensation for children to innovations in tort theory that find 
liability oven when there was no negligence? This is the dilemma that 
has faced and continues to face our society concerning vaccine injury 
< ases 

The Amorican Medical Association has actively participated in the 
pursuit for fairness for children injured seriously as a result of 
mandated pediatric vaccines, for vaccine administrators, and for vaccine 
manuf ac tui ers . In seeking this fairness, we advocate solutions that will 
continue to encourage parents to have their children immunized. We also 
seek a course of action that will preserve a ready supply of reasonably 
priced vaccines --a goal that has moved farther from reach as the number 
of varrine suppliers declines and vaccinn prices increase as a result of t. 
product liability litigation. 
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In the process of working towards a solution, the AHA in previous 
years endorsed the concept of vaccine compensation programs at the state 
levnl. The Association developed modal state legislation and encouraged 
support by state medical associations. The Association also supports 
state or federal legislation that will hold physicians and manufacturers 
harmless for any vaccine-related injury not caused by physician or 
manufacturer negligence. 

Most significantly, the AHA in 1983 convened a special Ad Hoc 

Commission on Vaccine Compensation, on which I had the privilege to serve 

as Chairman, as a forum to examine ail aspects of the vaccine injury 

compensation problem and to provide recommendations for any appropriate 

legislative remedy. In addition to the AMA, the following organizations 

were ropresontod on the Commission: 

o American Academy of Family Physicians 

o American Academy of Pediatrics 

o American Society of Internal Medicine 

o National Medical Association 

o American Association of Public Health Physicians 

o Institute of Medicine 

o National Conference of State Legislatures 

o Pharmaceutical Manufacturers Association 

o Centers for Disease Control (HHS) 

Mr Chairman, the Commission has recently completed its report, and the 

report is appended to our testimony. The report of the Commission is now 

being circulated to the organizations represented on the Commission so 

that each organization can react to the policy position embraced in the 

Commi so ion ' r» recommendat ions . Laat week, the Board of Trustees of the 

American Medical Association adopted the Report of the Conmission, and 

this Report will now be transmitted to the AMA House of Delegates for its 

cons itierat \ on noxt month. 
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The Report of the Commission on Vaccine Injury .Compensation contains 
following recommendations: 



1. All children should receive the childhood immunization* 
recommended by the American Academy , of Pediatrics and the 
American Medic*! Association. 

2. A federal legislative program should be pursued for the 
appropriate compensation of persons seriously injured as a 
result of state mandated pediatric immunisations. 

3. The proposed compensation system must be the exclusive 
remedy of claimants and not merely an alternative to 
remedies currently available. 

4. Legislation should create a no-fault claims review process. 

5. The federal government should recover amounts it pays on 
claims from any negligent party. 

6. All persons seriously injured as the direct result of 
required pediatric immunixationa ahould be compensated* 

7. The Secretary of HHS should be directed by the implementing 
legislation to constitute an expert advisory group to 
defln "he injuries that would be presumptively compensable 
under the program. 

8. Compensable events should not be defined in the 
legislation, but should be defined wholly by the expert 
advisory group and promulgated as an administrative rule, 
with usual notice and comment period. 

9. Awards should include medical and other needed care, 
rehabilitation, special education, and other strictly 
compensatory elements not covered by other programs. Any 
pain and suffering compensation should be limited with the 
award going only to the injured party. 

10. The dollar amount of awards would be based on a formula 
developed by a second expert advisory committee formed of 
experts in this kind of economic analysis. These formulas 
would also be promulgated as administrative rules. 

11. The formula referred to above should encourage structured 
settlements, limit fees going to legal counsel, give 
preference to regional formulas that give cognizance to 
socioeconomic differences between regions, and focus on 
local agencies as the locus for making judgments within the 
formula as to needs in individual cases. 
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12. Determinations ud« ty the Secretary regarding » persoi. s 
eligibility for compensation and the amount of awards 
should carry a presumption of substantial evidence with 
respect to any judicial review. Judicial review would be 
appellate, not ds noyft . 

13. Funding options were considered but no one formula 
embraced. However, the Commission was concerned about a 
charge added to vaccines. 

S. 2117 

At this time, I would like to present the views of the AMA on 
S. 2117, a bill before this Committee on the subject of vaccine 
compensation . 

Description of S. 2117 . S. 2117 would establish a federal 
vaccine-Injury compensation program. It would be a no-fault, elective 
avunue to compensation on the part of persons suffering from certain 
injuries caused by designated vaccines who meet eligibility requirements 
set out In the bill. It Is no-fault In that there would te no need for a 
claimant to demonstrate negligence in order to receive an award, and it 
is elective in that a person nay choose to pursue either the traditional 
tort remedy in the courts or the new compensation program . Payments to 
claimants under the latter program would come from a trust fund 
constituted from surcharges levied on manufacturers of childhood vaccines. 

The bill thus provides that any person who has sustained a 
vaccine-related injury (as identified In the bill) may elect to seek 
compensation under the ptogram established by the bill as an alternative 
to filing a tort action for damages In stste or federal court. 

Petitions for compensation under the program would be submitted to 
the U.S. District Court for the District of Columbia. Upon the entry of 
proposed findings of fact and conclusions of lew by the special master or 
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magistrate appointed by the Court, or upon entry of a final judgment by 
the court on the pet^ioiyf ''there would be a permanent bar against the 
filing, or further Consideration, of any tort action in any state or 
federal court arising from the same incident of vaccine administration. 

Compensation would be awarded to a petitioner when the following four 
criteria are met: 

(1) The petitioner received any of the vaccines listed in the 
Vaccine-Injury Table set forth in the bill (whether the vaccine 
was admin \stered before or after the date of enactment of the 
bill). 

(2) The petitioner sustained or had aggravated any of the illnesses, 
disabilities, injuries or conditions listed in the 
Vaccine-Injury Table (whether the illness, disability, etc., 
occurred or was discovered before or after the date of the 
bill's enactment). 

(3) The first symptom or manifestation of the onset or significant 
aggravation of any such illness, disability, etc., occurred 
within the requisite time period after vaccine administration, 
as set forth in the Vaccine-Injury Table. 

(4) The petitioner has not previously collected an award cr 
settlement of a civil action in tort for damages for such 
vaccine- 'elated injury. 

Hie bill provides that a petitioner contracting polio need not have 
received polio vaccine to be eligible if the petitioner contracted polio 
from some other person as a result of oral polio vaccine. 
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Comments o n S. 2117 



In these comments we will discuss certain of our principal concerns 
with S. 2117. 

Government program as optional remedy . A major feature of S. 2117 is 
the establishment of the federal compensation program as an alternative 
to the traditional tort remedy, rather than being the sole source of 
compensation for vaccine-related injuries. Given the important goals of 
promoting the vaccination of children and assuring the ready availability 
of vaccine to meet that objective, legislation should be fashioned to 
help achieve those goals. Permitting claimants to continue to bring tort 
actions against manufacturers and providers will not achieve desired 
goals, in our view, since sufficient protection is not provided from the 
increasingly high expense of litigation that is driving manufacuturer 
costs up — costs that have been asserted as forcing companies out of 
vaccine production. 

Beneficial legislation should strike a fair balance between the 
desirable goal of compensating victims of serious vaccine injuries and 
the need for vaccine producing companies to operahe in an environment 
with some measure of protection from the extremely high legal costs in 
this complicated and threatening area of law. S. 2117 seeks to meet the 
desirable goal of affording relief to individuals suffering injuries and 
who otherwise would have no remedy for compensation. By preserving the 
private tort remedy »*• *~ , --.on, however, S. 2117 would not promote the 
desirable goal of r«»nu,. . . listing barriers to achieving the necessary 
goals of providing for continued availability of vaccines at reasonable 
costs and maximum immunization coverage of our population. 
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Vaccine injury Table . S. 2117 contains ft Vaccine-Injury Table that 
lists in great specificity a large number of compensable events end time 



legislation and would be used to determine eligibility for compensation. 

The American Medical Association strongly recommends egeinst having 
compensable injuries listed in legislation. The nature of vaccine 
injuries militate against listing specific events and time periods for 
onset in statute; there are too many variables. Identification of 
compensable events through administrative regulations may be a more 
desirable alternative. Regulations are more flexible and amenable to 
changes reflecting new developments in the immunization field and permit 
the on-goin* input and advice of scientific experts. In addition to the 
overall objection to inclusion of any specific Table in legislation, we 
have reviewed the Table and question the appropriateness of medical 
events listed and the terminology employed. The legislative format 
precludes necessary flexibility and application of individualised medical 
judgment. The rigidity of the legislative approach should be avoided. 

Surcharges on Vaccina Hanuf acturers . The bill does not address the 
increasing costs of vaccines^'We are concerned thi he surcharge method 
of financing will only accelerate the already high costs of vaccine since 
it adds to current costs by virtue of adoption of the new system of 
compensation Because the entire population benefits from immunization, 
not just those immunized, a more appropriate financing system might be 
one that ultimately relies on general revenue funding. 
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M edical Practice Sfndards, 3. 2117 would require the HHS Secretary 
to issue regulations defining the circumstances under which covered 
vaccines should not be administered, the circumstances* under which 
administration of a vaccine should be delayed beyond its usual time, and 
the groups, categories, or characteristics of potential recipients of 
such vaccine who may be at higher risk of major adverse reaction than the 
general population. 

The required HHS regulations would strongly impact on medical 
practice and questions of professional judgment and liability, Wo object 
to such standards being laid down by the Secretary of HHS. 

Other Concerns . In addition to these major concerns, questions are 
also raised relating to the immunirfti.ons covered, statute of 
limitations, provisions as set forth in the bill relating to compensation 
for loss of earnings, and definition of "maximum feasible potent 1*1." 

Conclusion 

We commend Senator Hawkins and yourself, Mr. Chairman, for seeking 
development of a means to assist children seriously injured through the 
administration of mandated vaccines. While the bill would establish a 
new compensation system and provide coverage for injuries for which no 
remedy exists today, it also continues the present tort system that, has 
resulted in serious problems in this field. In this respect, the bill 
would be very costly and should be changed, other modifications are also 
desirable in the new compensation program. For reasons contained in our 
statement we do not favor enactment of S. 2? 17 without changes from its 
present form. 
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REPORT OF AD HOC COMMISSION OH VACCINg INJURY COMPENSATION * 



Introduction 



During the Junt 1963 Hitting of chc AHA House of Delegates, Board of 
Trustees Report 00, 'National Vaccine Injury Compensation Program 
(Substitute Resolution 9, 1-82)," ves adopted. In this report, the Board 
recommended the convening of m special Ad Hoc Commission "to serve me a 
forua to sxamlne all aspects of the vaccine Injury compensation problem 
and provide recommendations for any appropriate legislative remedy . " 
Such a Commission was established and members met on two separate 
occasions: September 12 and November 10, 1983. Commission membership 
included representatives from the AMA's Board of Trustees, and Councils 
on Legislation, Medical Service, snd Scientific Affairs. Additionally, 
the fol lowing national organizations were reprssented: 



American Academy of Family Physicians 
American Academy of Pediatrics 
American Society of Internal Medicine 
National Medical Association 

American Association of Public Health Physicians 
Institute of Medicine 

National Conference of State Legislatures 
Pharmaceutical Manufacturers Association 
Unlesd States Department of Health snd Human' 
Services' Centers for Disease Control 



Four vaccine producers also were invited and sent representatives to 
the Commission's meetings. Thess included observers as well as experts 
in pharmaceutical produces liability. 

At its first meeting, the Commission received data and presentations 
on the scientific and legal environment in which vaccine producers and 
immunization programs now must operate. To addrsss the paramount 
concerns in the most pressing area, Commissioners agreed to focus on 
state mandated pediatric immunizations. Out of these deliberations 
emerged the strong recommendation that all children receive the childhood 
Immunizations recommended by the American Academy of Pediatrics and the 
AMA, with special attention to the timely administration of DTP 
(diphtheria, tetanus and pertussis). 

The Commissioners also agreed that the societal benefits accruing 
from widespread availability of vaccines and full participation by 
families in pediatric immunization programs warranted a reassessment of 
the issues surrounding compensation for vaccine-relatsd injuries. In 
summary* the Commission defined as its goals the following objectives; 



•The recommend at lone contained in this report represent the views of 
the Commission. The participating organizations will each make their own 
determinations with respect to official endorsement of the Commission's 
recommendations. 
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• assurance of the continued development and availability of 
pediatric vaccinae; 

e assurance of continued participation of physicians and 
other qualified persona in administration of pediatric 
vaccines; 

e assurance of appropriate vaccination of all children; and 
e promotion of the identification and equitable compensation 

of persona injured by severe reectiona to pediatric 

vaccines. 

The Commission believee that these objective will be promoted with 
adoption of the recommendations in this report. 

Scientific Background 

The Commission agreed that the following table fairly represents the 
most serious vaccine-related injuries that may arise in vaccinated 

children or adults contracting the disease by contact with the>se children: 

VACCINE RELATED INJURIES 
in the U.S. 



Permanent Damage 



Estimated 

Incidence 



Estimated Annual Doeee 



Estimated 
Annual Cases 



Brain damage 
the P in DTP 



: rom 



Brain damage from 
the measles vac- 
cine of MMR 

Paralytic polio 
from TOPV 



Anaphylaxis < acute 
medical care only) 
from any vaccine 



3.2 per 
million* 

1 per million 



1 per 3.2 
million 



1 per 10 
million (all 
vaccines ) 



13.5 million 



9.0 million 
(includes women of 
childbearing age)** 

18.0 million 



50-60 million (ail 
age groups) 



43.2 



10*** 

4 (future)** 



5 (Known)**** 
nearly all in 
unprotected 
adults exposed 
to children 
given TOPV 

5-6 (all age 
groups „ 



OTA Report 

• Brit Med J 282:1563, 1981 
**Current "Catch-up' rate; projected to reduce to an annual rate of 
million 

««* Modern M edicine 50:122-142 (January 1982) 
****1980 Anuuai Summary MMWR 29 No. 54 September 1981 
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In Che Commission' i de liberations it was readily apparent that brain 
damage and related severe neuropathy arising f roa adverse reactions to 
pertussis vaccine are now the most pressing concern* Therefore, 
deliberation on various compenaation slternatlves revolved around an 
snslytlcal model based on the recent pertussis vaccine experience, with 
projections ln^o future years being made thereon. The Commission did note 
that clinical investigations of an alterrsclve pertussis vaccine sre in 
progress, but felt the exercise would be more vslld if it reflected the 
nature, number, and extent of injuries reported with the current vaccine. A 
brief discussion about the pertussis disease and vscclne Injury was 
presented to the Commission and this Is included in Appendix A. 



The Commission received information from legal counsel regarding the 
historical development of pharmaceutical products liability standards in 
both common and statutory law. In assessing the adequacy of existing legal 
remedies and describing possible new ones, legislative and court imposed 
modifications (fault and no-fault) were evaluated. In analyzing the 
alternstive vaccine compensation models that might be devised, the 
Commission noted several decision-making benchmarks: 



.) . whether there Is a reliable and easy system to 

determine whather negligence may have given rise to 

an injury; 

3. whether the introduction of "no fault" or strict 

liability elements in any compensation program that 
would run counter to long-established standards for 
pharmaceutical products and services pliability in 
this country would reduce the likelihood of 
acceptance ; 

whether the compensation system is able to identify 
and compensate injured persons without either unduly 
penalizing vaccine manufacturers and providers or 
without removing Incentives for safe performance by 
the same parties; 

5. whether costs of a compensation mechanism include: 
payor administration, payor and claimant advocacy 
and adjudicatioi (including costs attributable to 
handling spurious claims), medical and related 
" ompensatory" care; 



Public Policy, Considerations 



whether eligibility for compensation is carefully, 
usually narrowly, defined in both clinical and legal 
terms ; 
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...The seller of such product!, again with the qualification 
that the? are properly pteparad and marketed, and proper warning 
is given, where the situation calls for it, is not to be held to 
strict liability for unfortunate consequences attending their 
use, merely because he has undertaken to supply the public with 
an apparently useful and desirable product, attended with a 
known but apparently reasonable risk* 



Current Legal Environment 

Commission representatives noted the following problems attendant on 
civil litigation, above and beyond the concern that ooo-negligently 
injured persons night go without remedies: (1) new theories of liability 
(e.g., failure to provide adequate information to obtain a valid informed 
consent) are providing new avenues of recovery, thereby destabilizing the 
litigation (and risk management) environment; (2) there is widespread 
unhapp.ness over the extent of fees going to legal counsel, both 
plaintiffs' and defendants', with the perception that the funds might be 
better directed to properly compensating claimants; (3) log jams la the 
courts and delay in legal process, and damages awarded out of proportion 
to Injury, are destabilizing the tort litigation system and detracting 
generally from Us public credibility and acceptance* 

m 

The Commission considered two alternative propoeals for improving the 
existing tort remedies: 



There was some agreement that consensus state-of-the-art 
statements by an expert group could be influential in assisting 
potential litigants both in evaluating cases and in reaching 
equitable settlements early in the legal process* The 
Commission considered recommending that as 'ixper'u panel be 
convened by the AMA and others in the private and public sector 
to describe (1) the clinical parameters for identifying 
vaccine-related injury, and (2) the projected care needs of the 
person and his or her family based on the nature and extent of 
each injury* These recommendations were carried over into the 
recommendations adopted as part of a comprehensive legislative 
proposal . 

The Commission considered recommending impoiiition by the courts 
or by stace legislatures, of strict product liability .m vaccine 
producers. This would, in effect, move ton: remedies f?r 
vaccine-related injuries to a "no-fault" ba£ie— any injury 
temporally and clinically among those known to be at rlb«;table 
to the vaccine could be compensable, no shoving of negligence by 
plaintiffs would be required and freedom from negligence would 
not remove liability from producers. It was noted that the 
ultimate coats of extending plaintiffs' remedies would be borne 
by society through increased unit doee cost? *£or vaccines and, 
quice possibly, by the further flight of manufacturers from 
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vaccine production. This alternative wag rejected by the 
Commission because of questions as to whether the cost 
pass-through could realistically accomodate the anticipated 
significant producer cost Increases that would arise from 
increased litigation and an Increase in the pool of compensable 
persons. It also noted that this bourse of action would not 
remove the manufacturer's liability and would not aee r t the goal 
of assuring continued vaccine availability. 



legislative Options 

The Commission considered legislative programs of vaccine 
compensation that could bm pursued: federal lav (fault or no-fault), 
state law (fault or no-fault), and federal law that places affirmative 
duties on the states (fault or no-fault), Ia addition, the Commission 
considered the Issues of whether the proposed remedy would be optional, 
added to the tort remedies now available through the courts, or 
exclusive, whereby a legislatively imposed administrative remedy would 
preclude the customary civil litigation. Finally, the Commission focused 
on the possibility of aovlng pediatric vaccine injury cases entirely' out 
' of the tort system by statute and moving them into a comprehensive 
statutory program. 



By consensus, the Commissioners agreed that a federal legislative 
program should be pursued for the appropriate compensation of persons 
injured as a result of state mandated pediatric immunizations. Aiter 
extensive Jebate, the following fcey elements were agreed upon: 



Exclusive vs. Optional Remedy . There is unanimous agreement 
that an effective way to assure continued innovation and 
supply of vaccines, their proper and timely administration 
and to promote public participation! is to remove the 
vaccine Injury cases from the existing tort system. The 
proposed compensation system must be the exclusive remedy of 
claimants and not nerely an alternative to remedies 
currently available. The Commission recommends that the 
federal government become the substituted defendant for the 
vaccine producers and providers in all claims alleging 
vaccine-related Injury from pediatric immunizations (OTP, 
measles, auaps , polio.) 

Fault vs. No-Fault . The Commission recommends that the 
legislation provide a no-fault entry co the claims review 
process. Should negligence on the part of the vaccine 
producer or provider be discovered in the course of 
administrative or legal review, the legislation should 
provide that the federal government can recover any award 
granted under the program from the negligent party. 



Recomaendat iona 
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Scope of Coverage . The Commission recommends that all 
persons seriously Injured as a result of required pediatric 
immunizations be cotapenaated . The proposed legislstlon 
would cover only those pediatric immunizations required by 
state lav. 

Compensable Events . The Commission recommends that the 
legislation direct the Secretary of the Department of Health 
and Human Scrvicee to constitute an expert advisory t greup to 
define those injuries and adversities that would be* 
presumptively compensable under this program. The 
Coiamlsslon recommends chat the compensable events not be 
defined in the legislation, but be defined wholly by expert 
advisors and be subjected to notice and comment through 
Federal Register publication before final adoption. 

Sxtent of Compenaation . * The Commission recommends that 
awards Include the aedical and QCfrer needed care, 
rehabilitation, special education^and other strictly 
" compensatory" elements not covered kinder other programs » 
While most Commissioners sre opposed to inclusion of "pain 
and suffering" awards, some agree that this may be a 
necessary element to enhance the political viability of the 
legislation. All agree that any "pain and suffering" 
compensation should be strictly limited and the award should 
run only to the injuued party, ' 

Amount of Compensation . The Commission recommends that the 
specific dollar amounts to be awarded b/ the Secretary be 
based upon a formula or formulas developed by an advisory 
committee to the Secretary comprised of experts with 
experience in this type of economic analysis. As with the 
advisory recommendations on the definition of compensable 
events, the Commission recommends that these formulas be 
published for review and comment before final adoption. 

Ther-5 was strong sentiment in favor of the following 
elements being Included in the legislative language that 
addresses development of formulas for damage awards: 

(1) structured settlements; 

(2) a cla^r statement of the li.~J.ts of foes going to legal 
counsel ; 

'3) a preference for regional formulas that give due 
credence to appropriate socioeconomic differences 
^caong regions: and 
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(•*) idn; I ni jc rat ive information gathering £hat focusos on 
local ag'jncie* <ii che locus for making Judgements 
within the formulas as Co the needs in individual . 
cases. 

7. Nature of Judlc* «_ l Review . The Commission recommends that 
Che legislation provide that che Secretary's determination 
as to eligibility for compensation and the amount of 
damages shall enjoy a presi ; *ption that Substantial 
evidence" supports Che fi.ial judgement. Therefore, 
judicial review should be appellate in nature and not 
Involve reCrlal of the facts. * 

t Fund 1 ng 

A variety of proposals have been rude as to the manner for funding 
federal legislation to provide nev avenues of compensation lo persons 
injured by participation in the national immunisation programs.* The 
Commission does not have at its dispose} che extensive information and 
resources necessary to adequately 'evaluate alternatives. It notes that a 
proposal to place a surcharge on each dose of vaccine administered in 
this country may not be the wisest, given the Commission's goal of full 
participation in pediatric Immunization programs. The moet desirable 
alternative might diaw on trust funds coming from^geueral revenues, 
thereby giving credence cq, the societal Interest in and benefits from 
immunization programs without in any way burdening the programs or 
beneficiaries themselves. 

Conclus ion 

The Commission finds C'lat the medical community believes it can, in 
fact, Identify those persons who have had severe reactions to the state 
mandated pediatric vaccines. With less then severe, irreversible 
injuries, the causal connection that aedicire can state may be less 
precise. The Commission also finds great dissatisfaction with existing 
legal remedies as they pertain to injuries arising from mandated vaccines. 

Of all of the armaments of medicine, vaccines offer the greatest 
potential benefit to the greatest number of persons. They also, however, 
continue to have statistically . redictuble incidence of very serious 
tn;ury for i very few persons. The vaccine injury compensation program 
proposed here is intended to provide assurances to parents and their 
^hilJren, producers and pr^iders of ''accines , that those who benefit so 
greatly from the 4 prevention of dis«a,.e and disability will care for those 
to whom state mandated i unun iza t ion introduces disease and disability. 
This proposal equitably shifts existing burdens in such a -way that 
society can; * 

•"'Reports jnd Recommendations of She National Immunization Work Groups', 
submitted to the Office of the Assistant Secretary for Health, March 15, 
:977. s. 2117 (98th Congress, 1st Session), "National Childhood Vaccine- 
Injury Coapensa t ion Act;** Congressional Record , Vol, 129, pp. S16612- 
S166:i, November 17, 1983. 
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• be assured of continued development anu availability of 
pedia-ric vaccines; 

• be assured of continued participation by physicians and 
other qualified persons, in the administration of pediatric 
vaccinas; 

• be assured of the continuing appropriate vaccination of all 
children; and 

e promote the identification and compensation of persons 
Injured by severe reactions to pediatric vaccines. 



1 
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APPENDIX A 



PERTUSSIS 



Pertussis — The Disease 



Pertussis (whooping cough) is an acute bacterial infection of the 
respiratory tract occurring primarily in young children. The uxposed 
non-immunized neonate and young infant are nearly always auace Kible , the 
attack rate approaching 1002. 

Despite prompt intervention with Antibiotics, neither the course nor 
morbidity of the disease is altered. (The pries value of antibiotic 
treatment Is to reduce inf ectibility of the affected individual.) The 
most frequent, serious complication of pertussis is pneumonia. This 
complication Is responsible for more than 902 of deaths in pertussis 
victims under three years of age. Neurologic complications Include 
convulsions and come, sometimes with residual brain damage, due to 
anoxia. Rare neurologic complications may include subarachnoid or 
Intraventricular hemorrhage, meningoencephalitis, and an unexplained 
degeneration of the brain cortex. Specific complications are 
non-reportable , so their incidence is based on smell samples. The Office 
of Technology Assessment of the United States Congress predicts a 
pertussis disease-related risk of encephalopathy ae 8-140 per 1,000 
(Compensation for Vaccine-Related Injuries, November 1980). A short 
review of this subject Is given by Preneky ( Dev Med Child Neurol 
16:539-543. 1974). 

The aortalicy rate with today's cars has been reduced to about 5 per 
J, 000 cases of pertussis. (In 1926-1930, the fatality rate was 39.1 per 
1,000.) The reduction in mortal!' • may be attributed to various factors, 
including more effective management of secondary infections and greater 
accessibility to acute medical care. As recently as 1946, pertussis was 
a leading cause of death In children under 14 years of age. The 
aortality In the *aost susceptible group, infants, remains very high; 722 
of pertussis deaths occur In children under one year of age. 



Iamuni2.it ion against pertussis uses a concentrated suspension of 
killed whole Bordetella pertussis organisms in a vehicle combined with 
diphtheria and tetanus toxoids (DTP). Moderstely severe reactions to the 
vaccine occur which may be attributed to the pertussis component. These 
Include convulsions and hypotonic hyporesponslve episodes, each of which 
occurs wich a frequency of *l per 1,750 vaccinations ( Pediatrics 68:650, 
1981). \cute encephalopathy following pertussis vaccination occurs with 
an estimated frequency of 1 per 110,000 vaccinations and residual damage 
Is present 1 year later In approximately one-third of these individuals 
( BHJ 282 ;1595, 1981). It Is estimsted that approximately 50 cases of 
permanent brain damage might occur each year in the United States If the 
risk of encephalopathy la the same foi each of the five doses In a DTP 
series. 



Pertussis 



the Vaccine 
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APPENDIX fi 



Elements of Vaccina Coapensstior, Progrsm 
' Endorsed by the Commission 



There would ta eateblished within the U.S. Department, of Health ana 1 
Human Services (HHS) an expert veccine compensation advisory panel* 

HHS, efter undated consultation with the expert panel, would be 
required Co eatabliah edainistrstivsly a liat of coapensabla veccine 
injuriee and clinical criteria for their documentation aa 
veccine-essociated. 

* Eligible parties .(aa defined In rha statute) would file a claim with 
the Department of HHS . 

HHS professionel staff would review claims pursuant to standards 
established and determine whether the claimant was injursd, whether 
the Injury or disability is within the class of designated 
compensable, injuries, and whether it is vsccine-sssocistsd . HHS 
would have the power of subpoenal examination of the claimant, etc., 
at Its discretion. Claimant would have the right to usual 
admlnistrstivs appeal from denial of a claim* 

Recovery would be limited to economic losses Including aedical 
expenses, costs of medical end vocation/.l rehabilitation /{wage loss, 
and any other out-of-pocket lossss not compensated by other programs* 

Ones HHS staff had determined that a claimant had a compensable 
injury, the aaount of the award would be determined pursuant to a 
compensation plan established administrstively by HHS on advice of 
an expert advisory psnel. Amounts in dispute would be deelc with 
within the appeal process. 

Structured settlements (i.e., payments to be paid over time on a 
schedule) would be utilized in cases of injury/disaoility expected 
to last more than two yeers. 

The vaccine compensation program would be an exclusive remedy ? all 
claiaa for vaccine-associated injury or dissblllty would be made 
only under the program. 

When filing a claim for compensation by the government, there would 
be no need for the claimant to allege or prove fault. Furthermore, 
the claimant would not be permitted to pursue a tort action. 
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10. The federal government would hive Che right Co bring an action 
against a program participant (I.e., vaccine manufacturer or health 
professional administering the vaccine) to recover amounts paid to 
claimants and associated expenses resulting from negligent acts or 
omissions* 

11. Except for being subject to suit by the government (#10 above), all 
individuals Involved In the manufacture, distribution, snd 
administration of government deslgnsted vscclnes would be immune 
from any legsl sctlon by vscclnees or their representatives for 
injuries and disabilities covered by the HHS program. 

12. If s claimant's clslm Is denied, or the amount awarded is disputed, 
the claimant may appeel the decision to s federal court sfter 
exhausting administrative remedies. The Secretary would enjoy a 
presumption that substsntlal evidence supported her decisions^ 

review would not be dje novo but Halted to s review as to whether 
HHS had properly interpreted and fulfilled its ststutory 

obligations. 



209 



205 



VACCINA COMWNSATIOW StSTZM 
WtOCgPWS FLOW CHAIT 



Vaccina Injury Claim 





BBS Admlaiatraelva 
Ravi aw of Claia 











Approved Clala 












Datarmiaatlon of AMt\', 
by BBS Pauai 



Denied Clala 



Award Accepted 



Award in Diaptita 



AdalolacratlTa Appaal 



Judicial Appaal 



Rac ovary 



Danial of Appaal 



*8 4 r >4 0 
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Senator Hawkins. Thank you. 

Thank you to the entire panel. I have a lot of questions. I may 
submit some of them for the record in the interest of time. We will 
also provide that opportunity for the other Senators, to provide 
questions that can be answered in writing. 

Dr. Smith, you referred to a cost study? 

Dr. Smith. Yes. 

Senator Hawkins. Would you officially provide a copy of that 
cost study for the record? 
Dr. Smith. Yes. 

Senator Hawkins. Thank you very much. 
[The cost study referred to follows:] 
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ESTIMATED COSTS OF 
"THE NATIONAL CHILDHOOD VACCINE 
INJURY COMPENSATION ACT" 



12 March 1984 



PUTNAM, HLAY1SS A BARTLBTT. INC. 
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l. INTRODUCTION AND SUMMARY 

Millions of children ui'e imrtiunteeri each year against such di/*«>ane« as 
tetanus, diphtheria , pertussis, pol.*> and others. These immunisation 
programs protect society from disease epidemics >*nd thus save many 
children and adults from death and disability. However, these mandatory 
immunization program** are not without costs. Kaeh year a small fraction 
of children have severe reactions to vaccines that result in permanent 
disability and in some cases even death. 

Supported by the efforts of the American Academy of Pediatrics and 
Dissatisfied Parents Together, a group of parents of vaccine injured 
children, Senator Hawkins has submitted a bill to Congress (S .2117) 
which would compensate victims of adverse vaccine reactions. The 
purpose of this report is to estimate the potential costs of this bilU 

To evaluate the potential costs of the legislation, this analysis 

examines the following; 

• Cost of compensation per case, 

• Tolnl cost of compensation over time, 

• Awards in the tort system, and 

• Potential Impact on the Federal budget. 



In addition to compensating victims of vnccine injuries, the proposed 
legislation would provide funds for research. However, this report d</es 
not attempt to nnnlyze thonc costs. 



( qualitatively) 
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There is some uncertainty regarding the life expectancy of these 
victims. Since life expectancy has a large impact on the expected cost of 
compensation, we have estimated costs under two life expectancy 
scenarios: 

o 73 years (base case), and 
o 40 years. 

This arftlysifl estimates that the base case average cost of 
compensation per case will be about $230,000 and the 40 year scenario 
cost per case will be about $166,000. These estimates Include legal fees 
of 20 percent but excludes administrative overhead which would probably 
add an additional 5 percent to the cost of the bill. Reimbursement for 
foregone- earnings is by far the largest component of cost, comprising 62 
percent of the base case average cost per case and 54 percent of the 
40 year scenario cost per case. 

The total cost of the program in future years will depend on the 
form of payment. The bill allows the claimant to choose trom among three 
payment forms: two lump sum payment options and an option which 
reimburses expenses as they are incurred. Victims will also have the 
option of choosing either the tort system or the legislative program. 
However, for the purposes of this analysis, we assume that all victims 
choose the legislative system. Assuming a 73 year life expectancy, if 
patients are reimbursed for actual expenses as they are incurred, the 
payments for the entire program will be close to $86 million per year the 
the first two years, then drop to $31 million per year in the third year 
and increase to a steady state cost of $64 million per year by tha 
seventy-third year of the program. If patients opt for elthet ot the two 
lump sum type payment options, initial costs will be signlticantly 
higher — over $200 million in each of the first two years. However, 
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steady state cost 8 would he $45 million* lower than under an actual 
reimbursement scenario. Therefore, decision makers looking only at the 
first thirty years of the program would prefer to compensate victims as 
costs are incurred because it is cheaper than lump sum compensation 
in the beginning. However, from a steady state annual cost perspective, 
either of the lump sum options would be preferred. 

If life expectnncy is 40 years, annual costs will not only be lower 
under nil cuses, but the differences between the options will, be less. 
Costs for both cases in the first three years and at steady state ore 
shown in Exhibit 1, The steady state costs assume that incidence will be 
constant over time. Actually research in this area is likely to reduce the 
risk of the vaccine thereby reducing incidence and annual compensation 
costs. 

The cost of the program in the first two years is quite large relative 
to estimated revenues from the sale of vCwCines. Using the base case 
resumptions the cost could range from two-and-a-half times annual sales 
revenues in the actual reimbursement scenario to almost six 'times annual 
revenues in the lump sum scenario. This could put a substantial initial 
burden on manufacturers and the Federal government. 

As the major purchaser of vaccine, the Federal government would be 
affected by any changes in the price of the vaccine. It is difficult to 
estimate how the legislation will affect vaccine prices and therefore the 
Federal budget because it is uncertain how the costs of compensation 
under the legislation will differ from the costs of compensation through 
tort awards. 

Relative costs under the two systems depends on n variety of factors 
including the propensity ol people to Jllr chums under each system, the 
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Exhibit 1 



TOTAL COST OF PROGRAM 
(Million $) 




Year 2 



Year 3 



Steady State 



Actual 
Lump Sum 
Ten Year 



85.6 
230.9 
205.4 



85.7 
230.9 
205.4 



31.0 
44.9 
19.4 



64.2 
44.9 
44.9 



40 Year Li r e Kxpectnncy 



Actual 
Lump Sum 
Ten Year 



77.0 
165.9 
149.4 



77.1 
165.9 
149.4 



29.5 
34.2 
17.8 



39.6 
34.2 
34.2 
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nverage compensation and range of compensation under each system , and 
the number of people whu would still chooso the tort system if fl legisla- 
tive alternative were available, Although these factors are uncertain, the 
following qualitative observations Indicate that costi, and therefore the 
impact on the' Federal budget are likely to increase if the 
legislation is enacted: 

• More people arc likely to make claims if a legislative 
package is available* 

• The ranfte of awards in the tort system is large, and 

• Claimants who expect high tort awards would still have 
tjiu option of pursuing litigation instead of making a 
claim through the legislative system. 

Th«* manlndm, of this report focuses on the base case 73 year life 
sc'crinrtfi mid is organic! us follows. The methodology used by Putnam, 
llnycR 6 Hartlott (PHR) is described in Section 11. This section also 
identify the assumptions and data sources used j^f the cost projections. 
Section 111 presents the results of the base case cost analysis and reviews 
Awnrcls In several vaccinp damage related tort cases. The final section 
provides u summary of the legislative system costs and compares those 
estimates to cobts in the tort system and discusses possible effects on the 
Federal budget. Three appendices are also attached. Appendix A 
contains the computerized worksheets used to estimate costs of the bill. 
Appendix H presents the National Center for Health Services Research 
iNtliSin diiU. umm| to categorize illnesses and assign medical and 
rehabilitation rosts. Appendix C presents the results of the 40 year life 
scenario cost analysis. 



ERIC 



217 



213 



U. METHODOI.OUY 

Hill S . 2117 provides condensation to victims of vaccine-related 
injuries for various damages such aa medical costs, loss of earnings, 
.special education, and so forth. To simplify the task of estimating the 
potential co*t of this hill, PUB developed the frnmework shown in 
Kxhibit 2. Reactions to childhood vaccines can range from mild — a sore 
arm or one or two days of fever, to severe — ending in permanent 
disability or death. The bill would not compensate most mild cases 
because the minimum compensation limit is $2,500. AAP has estimated that 
.03 percent of vaccinated children would have a mild reaction that would 
require short term hospitalization costing roughly $2,500. We use these 
estimates, and in addition, wo rely on three illness categories — Acute, 
Chronic, and Death — to represent the wide rango of more serious 
possible reactions. Cases in each illness category will receive different 
compensation components. The compensation components are listed for 
each iljness category in Exhibit 2. Compensation can be claimed in any 
one of three forms, as depicted by the diagram in Exhibit 2. 

In defining illness categories and estimating the medical and 
rehabilitation costs associated with them, PHTJ relied on work done by the 
Office of Technology Assessment (OTA)* and the National Center for 
Health Services Research (NCHSR) of HHS .** NCHSR developed 73 
patient scenarios to represent the range of possible immurization reactions 



* Compensation for Vacci ne-Related Injuries , Office of Technology 
Assessment CCTTKT] fable 1, pp. 42-43, November 1980. 

U.S. Department of Health and Human Services, Kstimated Econo mic 
C osts of S elect e d Medical Events Known or Suspected to be Relatecl 
t o }}} ° Adm inistratio n of Common Vaccines . "Resource Utilization 
Profiles, ^'unpublished appendix . April 1081. 





Exhibit 2 

ILLNESS AND COMPENSATION CLASSIFICATION 



Form 
Of 

Compensation 
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Ten-Year Option . 



Actual Reimbursement Option 



Lump-Sum Option 



COST COMPONENTS BY ILLNESS TYPE 





Acute 


Chrpnic 


Death 


1. 


Medical 


1. Medical 


1. Survivor 


Care 


Care 


Benefits 


2. 


Pain and 


1. Rehabilitation 


2. Attorney's 


Suffering 


and Other 


Fees 




Services 




3. 


Attorney's 


3. Pain and 






Fees 


Suffering 








4. Earnings Loss 








5. Attorney's Fees 
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and costs. We chose two of these scenarios to define and assign costs to 
the Acute and Chronic illness categories. "Resource Utilization Profiles" 
from the NCHSR report for the two selected illness categories are 



reproduced in Appendix fl. 

Six separate compensation components can be identified from the 
proposed legislation: * 

• MedicHl Expenses - Reimbursement of all past and actual 
or anticipated future out of pocket medical costs. 

• Rehabilitation. Special Education, Home Care and Other 
Continuing Services - Reimbursement of nny other 
necessary facilities or care. 

• Pain and Suffering - Compensation not to exceed 
$100,0(10 for the victim only not the family. 

• Earnings Loss - Compensation for anticipated loss of 
earnings due to disability. 

• Survivor Benefits - Compensation lo the parents of a 
victim in the event of vacHne related death. 

• Legal jv«\s - Dp t° 20-25 percent of total compensation. 

A3 Exhibit 2 shows, not all victims will receive compensation for all 
components, 

Case* in the Acute categorv ".re characterized by collapse requiring 
about a week of hospitalisation but resulting in complete recovery. Thus, 
medical expenses are assumed to occur only in the first year and no 
rehabilitation uf special care costs would be incurred. Medical costs are 
,sed on the NCHSR profile "moderate encephalitis, encephalomyelitis, and 
aseptic meningitis rUio to DTP Vaccine characterized by collapse and 
resulting in complete reroverv." Compensation for pain and suffering is 
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limited in the bill" to $100,000. Since this component would probaby be 
much less for patients in the Acute category, our analysis assumes an 
average pain and suffering benefit of $10,000 per case although this may 
even be high. Earnings loss compensation is not applicable in the Acute 
scenario becaua© the victim's eventual ability to work will not be 
impaired. Survivor benefits also are not applicable because the vaccine 
does not result In death. Legal fees up to 20 percent of total compensa- 
tion are allowed by the bill if the claim is granted initially, end feea up 
to 25 percent are allowed if the case is appealed or reviewed. This 
analysis assumes compensable legal fees are an additional 20 percent if 
compensation.* 

illnesses in the Chronic category would result in long term 
difiMbility, Buch as brain damage, which would require long term medicnl 
and therapeutic care and could prevent or limit .the victim from entering 
the work force. Compensation for victims in this category could include 
reimbursement for long term medical care as well as special education, 
therapy, and domiciliary care throughout adult life. Cost estimates for 
these components are based on the NC11SR profile of "severe encephalitis 
and encephalomyelitis due to the DTP vaccine resulting in psychomotor 
retardation." Compensation for pain and suffering 1b assumed to be 
$25,000 per case in this analysis although this may be low. In addition 
to these costs, victims in the Chronic category would be compensated for 
foregone earnings. This analysis assumes that the patient would receive 
tho equivalent $18,200«* annually between the ages of 18 and 65. Legal 
costs are assumed to be 20 percent of total compensation. 



► Some interested parties expect legal fees to be close to 10 or 15 
percent. 

$18,200 was the average manufacturing v;agc in 1983. 



221 



217 



Rarely, reaction to an immunization can end in death. In these 
cases, we assume the child dies within 24 hours of the immunization, und 
thus assume no medical expenses are incurred. The bill does provide a 
benefit to the parents of the deceased child of between $300,000 and 
$700,000. This analysis assumes $500,000 per case, Legal costs are 
again assumed to be nn additional 20 percent. 

The estimates for each coat component as described above permit us 
lo jlevelop a cost per case for each illness category. In addition, we 
assume that the very short hospitalization cases ore compensated $2,500 
per case. In order to estimate the total cost of the bill in its first year 
and over time, assumptions in the following area6 are alao necessary: 

• Payment schedule. 

• Annual incidence by illness category, 

• Number of claims for cases that occurred prior to the 
enactment of the bill. 

The Hill offers the three payment options listed in Exhibit 2: 

• "Lump Sum Option" - A lump sum payment to cover nil 
past and future projected expenses. 

• "Actual Reimbursement Option" - An initial lump sum 
payment to cover all prior expenses plus reimbursement 
of future expenses as they are incurred, 

• "Ten Year Option" - An '.nitial lump sum payment to 
cover prior expenses plus projected expenses for five 
to tea >ea rs with the right to a final determination as 
to remaining lifetime payments at the end of that five to 
len yesv period. (This analysis aosumes a ten year 
period . > 

By flefinition, the expected net present value (NPV) per case will be 
the sumo uridi»r each scenario. This is because costs in the Actual 
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Kelmbursement Option are Ofjual to expected costs in tlie other two 
options. Annual payments over time, however, can differ significantly as 
the results In Section 3 show. 

Annual incidence by illness category are based on incidence rates 
from OTA (and AAP Tor the short term category) and estlmntes of 1984 
dosages from the Congressional Budget Office (CHO). These are shown 
in Exhibit 3A. The bill also allows any existing cases to file claims 
during the first two years of the program. The number of retroactive 
claims Is basea on estimates of average annual Incidence over the last 
twenty yours. We use CBO's estimates of past incidence and assume that 
50 percent of cases In the Chronic and Death categories will file claims 
during the first two years of the program. It hns been argued thnt 
j.rupenslty to claim will be even loss than 50 percent due to lack of 
awareness of the disease's causation and lock of proof. Since Acute cases 
are limited In nutation and have no severe long-term effects., we assume 
mot no past Acute claims will be filed. Exhibit 3B shows those 
assumptions. 



Ill, RESULTS 

Cost Per Case 

Exhibit 4 presents the costs per case by cost component and the 
three more serious Illness category. For each category there are three 

columns: 

• Yea r 1 Coats are costs that occur only in the first year 
TFn"p year of incidence). ThfHe Include compensation for 
pain and suffering and survivor benefitB «b well as all 
medical costs that occur In the first year. Furthermore, 
all attorney's fees arc assumed to be paid in the first 
year. 
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Kxhlbit 3A 



ANNUAL INCIDENCE 1084 TO FUTURE 



TOTAL* • ACUTE CHRONIC DEATH 

i 

DTP 131 89 42 0 

POLIO 3 0 3 0 

MF.ARI.ES 6 4 2 0 

MUMPS 21 21 0 0 

AM* (DKATII) 4 0 0 4 



TOTAL 165 114 47 4 



Short term hospitalization = 2700** 



* OTA , Compensntion for Vaccine-Related Injuries , November 1980, 
Table 4, pT 51, 1978 Incidence is adjusted to reflect lower 1984 
dosage using CBO's figures of 48 million doses in 1984 and 72 million 

in 1078, 

♦♦ Based on AAP estimate of .03 percent times annual dosnge, 
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Exhibit 3B 



INCIDENCE 1964-1083 



Annual 



20-year total 



Number of Claims* 



TOTAL 



212 



4240 



650 



ACUTE 
147 
2040 
0 



CHRONIC 
Gl 
1220 
610 



DEATH 
4 
80 
40 



* Assuming no claims for Acute illness, and 50 percent from Chronic 
and Death category filo claims. 
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Exhibit 4 



COSTS PER CASE BY ILLNESS CATEGORY 
(Constant 1084 dollars) 

ACUTE CHRONIC DEATH 

Weighted 
Avff ■ 

Cost Category Year 1 Annual NPV Year 1 Annual* NPV Year 1 Annual NPV NPV 



Medical Expenses $ 3,457 $ 0 $ 3,457 $11,818 $ 23 $12,509 $ 0 0 $ 0 $ 5,975 

Rehabilitation, etc, 0 0 0 9,014 1,479 58,448 0 0 0 16,648 

Pain and Suffering 10,000 0 10,000 25,000 0 25,000 0 0 0 14,030 

Earnings Loss 0 0 0 0 . 18,200** 505,471 0 0 0 143,983 

Survivor Benefits 0 0 0 0 0 0 500,000 0 300,000 12,121 

Legal Feoa 2,691 0 2,691 120,302 0 120,302 100,000 0 100,000 38.552 

Totftl $16,148 $ 0 $16,148 $166,134 ' $19,702 $721,810 $600,000 $ 0 $600,000 $231,309 



* Calculated by annualizing the NCHSR's present value of costs excluding yeer 1. A 73-year Ufa was 
assumed. 

** Compensation ior lost earnings does not begin until the 18th year and lasts until the claimant is 65. 



FR?c 226 



222 



• Ann ual Coats are cost'-* that occur annually after the 
fir at/ year of the Illness. These include mocffcol and 
rehabilitation costs (assumed to be constant throughout 
life) and lost earnings compensation* which la assumed to 
be earned from age 18 to 65. 

• NPV CoBts are the total discounted present value of each 
compensation component throughout s patient's life. 
Constant dollars and a real discount rato of 2.5 percent 
are usptf. NCUSR used n "differential inflation factor" 
to increase this present value of medical costs by 15 
percent over the entire 73 year period. 

Note thut all costs for cases in the Acute and Death categories (as 
wrII as the short hospitalization category) occur in the year of incidence; 
only illnesses in the chronic category incur costs over time. As would be 
expected, cost per case is highest in the Chronic category: $722,000 in 
present value terms. Total compensation costs for parents of children 
who die from the vaccine is $600,000. Compensating Acute cases is 
significantly less expensive, costing $16,000 per case. Since the majority 
of cases fall into the Acute category (almost 70%), the weighted average 
cost per case excluding the short stay cases (shown in the last column of 
Exhibit 3) is $231,000. significantly less than the Chronic or Death 
category costs. If we were to include the mild short «tay cases costing 
$2,500 per case, the weighted average cost per case would only be 
$16,000. 

The last column in Exhibit 4 and the bar chart in Exhibit 5 show the 
relative magnitude of each cost component In the bill. Compensation for 
lost earnings is by far tho largest component of the bill's cost; it 
comprises 62% of the average cost per enso. Attorney's fees, at 17% of 
average cost per case, arc the second* largest component. Rehabilitation 
costs arr about 7%, pain and suffering costs are 6%, and survivor 
benefits are tt. Medical costs arc the smallest component, coating les* 
than 3% of the average cost per case. 
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WEIGHTED AVERAGE NPV COST COMPONENTS 

(73 year life expectancy) 
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Total Coat Over Time 

Exhibit 6 shows the pattern of expenditures over time under each 
payment option: actual. Jump 9um, and ten-year. A Hat of theae annual 
cash flows is in Appendix B. Clearly, expenditures over time will vary 
greatly depending on the option selected.* Steady state, tho state at 
which annual costs arc constant each year, occurs in the third and tenth 
year, respectively, for the lump sum and ten year options but not until 
the seventy-third y* ar for the actual reimbursement option. Exhibit 7 
shows th»« program cost for the" lirst few years and at steady state for 
each payment option. Under each option, the bill's costs in the first two 
years are significantly higher than in future years. This is because the 
retroactive claims are filed and compensated during the first two years of 
the bill. In the actual cost scenario, the impact of retroactive filing is 
smaller than the other two options because past claims receive 
compensation only for past expenses and one-time payments (such as pain 
and suffering, survivor benefits and attorney fees). Future expenses for 
retroactive cases are not paid in years 1 and 2 in the actual cost option; 
rather, they are reimbursed over time as they are incurred. 



The cash flow estinwites for each option asfftimea that all cases select 
that option. 
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PAYMENT SCHEDULE 
73 YEAR LIFE EXPECTANCY 

ACTUAL LUMP SUM TEN YEAH 



ANNUAL COST (MILLIONS $) 
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YEAR 



230 
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Exhibit 7 



TOTAL COST OF PROGRAM 
(Million 1984$) 



Payment Option 

Actual 
Lump Sum 
Ten Year 



Ycor 1 Year 2 Yeor 3 Steady State 



85.6 
230.0 
205.4 



85.7 
230,9 
205.4 



31.0 
44.9 
19.4 



64.2 
44.9 
44.9 
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Tori Compensation 



Ao the eleven cases in Exhibit 8 show, awards in the tort 



nybtem for victims of vaccine- related injuries vary greatly in size. 
Compensation in these cases ranges from $150,000 to over $5 million. It 
is difficult to draw any conclusions regarding average tort awards from 
such a small sample of coses , particularly since the range is so large. 
However, if these cases are representative, compensation costs under the 
tort syBtem are likely to be higher than our estimated average $231,000 
per case under the bill. With the exception perhaps of the Larson v. Eli 
Lilly case ($150,000), however, ell of these cases would fit into our 
Chronic category. Thus, the more appropriate comparison would be with 
chronic cases which would, using our assumptions, receive compensation 
of about $000,000 before legal fees under S.2117. Since attorney fees are 
likely to be greater and more variable under the tort system, it is 
difficult to predict whether average cost per case for chronically ill 
patients will be higher under the tort or legislative system. Neverthe- 
less, it is safe to say that individual compensation could reach much 
higher levels in a tort award or settlement than through legislation.* 

IV CONCLUSIONS V* 



This section reviews and discusses the results of the analysis and 
— briefly outlines possible implications of the bill in four areas; cost per 
case, total cost over time under each payment scenario, cost relative to 
the tort system, and potential impact on the Federal budget. 



This would particularly be the case if litigation were to result? in 
punitive damages, which would not be allowed under the legialative 
compensation option. A recent case suggests that punitive damages 
may be available for DPT vaccine injuries involving inadequate 
warning (Morris v. Parke, Davis fc Co., 573 F. Supp. 1324 (CD. 
Cal. 1983). 
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Exhibit 8 

TORT COMPENSATION 



Cuse 



Tom v. Allen 
Continuing 
Seisure Disorder 
ana 1 Metal 
Retardation 

Peifer v. Devim 
Brain Damage >intl 
Seisure Disorder 



Wilson v. T.S 
Kpilepay and 
Hrnln Damage 



Award 



$5 ,500,000 



S3, 050, 000 



$2 ,700,000 



4. Roarke v. Parke Davis $1,000,000 
Brain Damage 



Award 

Components 



Comment 



$1,300,000 Future medical cost 
1,000,000 Future pain, suffering 
and disability 
500,000 Loss of future earnings 
250,000 Past pain suffering 
and disability 

Mother - $350,000 
Child 

$407 ,096/immedifttely 
$ 55.000/yr first 10 yrs 
$ 80,000/yr next 10 yrs 
$150,000/yr next 10 yrs 
$413,000/yr life 
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SOKRCh. Jfffrov ScJ-.wnrfz. Esquire, Dissatisfied Parents Together. 



Structural 
Settlement 



Verdict 



After Trial 
Settlement 



Cash 

Settlement 



Exhibit 8 

TORT COMPENSATION ( Continued ) 



Cose 



Award 



Anon. v. National 
Lab 

Seizure Lisorder 
und Drain Damage 

C a ron v . U.S. 
Brain Damage 
and Convulsions 



$85] ,000 



$656,326 



Holcomb v. U.S. and $600,000 

Richardson Merrill 

Postpertuasis 

Encephalopathy 

Tinnerholm v. $500,000 
Parke Davis 
Brain Damage and 
Convulsion 

Parke Davis v. $500,000 

Stromsodt 

[3 rain Damage 

and Convulsions 



Award 
Components 



$500,000 for Pain and 
Suffering 



Comment 



Cash 

Settlement 



Verdict 



Settlement 



Verdict 



Verdict 



231 



Case 



Award 



Exhibit 8 

TORT COMPENSATION ( Continued) 
Award 

Components 



Comment 



10. Kindrex v. Merrill 
Motional Lnb 
Encephalopathy 



$371 ,000* 



$175 ,000 immediately 
$ 1,000 /month for life 



Structured 
Settlement 



U. Larson v. Eli Lilly 
Recurrent Convulsion 
DUorder 



$150,000 



Settlement 



Present valu* assuming 63 yoar remaining Ufe expectancy and 0 percent discount rate. 
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Cost Per Case 

The estimated weighted average cost of the bill per case is $231,000. 



This co£t will bo higher if the proportion of Chronic or Death cases is 
higher relative to Acute cases , and lower if there is a larger proportion 
of Acute cases. 

Replacement oi lost earnings is the largest component of this cent. 
We have assumed that all victims of Chronic diseases will receive 100 
percent of the average manufacturing wage throughout their wage-earning 
vear« (18 to 65) and thnt this wage stuys constant in real terms. Other 
victim compensation bills that compensate claimants for lost income* 
provide only a fraction of lost wages: usually 67 to 80 percent of either 
actual lost income or an av rage wage. The expected cost of Senator 
Hawkins 1 bill would ho reduced if "the generally recognized actuarial 
principles and projections 11 referred to in the bill were interpreted to 
include, a wage recovery factor of less than 100 percent. In addition to 
reducing the earnings component of the bill, this would reduce allowable 
attorney's fees, which are a flat percentage of total compensation and arc 
the second largest single cost component, 

Survivor benefits are large relative to other costs on an actual case 
basin; (compare $500,000 lor those in the Death outegory to lost earnings 
benefits for Chrcnio patients of $505,000). Survivor benefits do not have 
hh large mh impact on the weighted average cost per case or on the total 
eost of the bill, however. because the number of people receiving those 
benefits is nssumeci- to be small. 



Legislative proposals have been developed for Asbestos exposure 
(MU 3175) Mini toxic substance, exposure (H.R.2330, U.K. 2482, 
S.946. U.K. 2082 ) . 
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Total Cost Over Time 

This analyaia focuses on the cost of compensating victims. Hence, 
we ignore other costs of the National Childhood Vaccine-Injury 
Compensation Act such as the broad-baaed study of risks associated with . 
the vaccines covered by the bill. 



Exhibit 6 shows the estimated pattern of cssh flows over time. 
Assuming incidence remains constant over time, costs will reach a steady 
state by the seventy-third year of the program for the actual cost 
scenario and much earlier for the other two scenarios. -Annual coats 
under the lump-sum scenario start off very high in the first two yeara 
when retroactive cases are allowed to file claims. The annual coat of 
$231 million in the first two years is five times greater than the 
atoady-state annual coat of $45 million. Under this scenario, steady state 
is reached in the third year of the program assuming incidence remains 
constant over time, 

Under the ten-year option, annual costs in the first two yeara are 
four an e half times greater than steady-state annual coats. In the third 
year, new cases receive compensation for the expected present value of 
coats for the next ten years only, so annual costs are at lead than stesdy 
state. In the tenth year, the initial claimants receive compensation for all 
future expensea and the coat remains conatant at $45 million per year aa 
long as the incidence rate remains the same. 

The pattern of actual reimbursement option cash flow atarts off high 
in the first two years, although not as high as the lump-sum or ten-year 
options, then drops significantly in year three when the retroactive cases 
can no longer file. Annual costa increase gradually through year 18. 
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During this period, new claimants are ndded to the compensation poo! 
each year, yet none receive earnings reimbursement (although r we assume 
that all retroactive cases do). In year 19, we assume that all claimants 
who filed in the first yesr begin receiving earnings loss compensation and 
the growth rate in annual cost increases. By the thirty-second year, 
annual costs for the actual cost option are greater than annual costs 
under the other two options. In the sixty-third yesr, we assume that 
the pool of retroactive claimants dies, reducing annual costs. This is a 
aim'pHfyiffg' assumption; in actuality, deaths of these pstients would be 
spread over a longer period and the drop in annual cost would not be as 
dramatic. The rate of increase in annual cost is slower from year 65 to 
year 73 as the first claimunts reach retirement age and stop receiving 
earnings loss compensstion . We assume that all claimants have a normal 
73-year lift- expectancy, so at year 73, when the drat group of claimants 
^es, incidence equals death rate and the cost of the bill reaches steady 
state. 

Clenrly, while the present value cost per case of each option is the 
same, the annual cash flows over time are very different. Under the 
lump-sum and ten-year options, the initial costs are extremely high but 
the steady state annual costs are only 70 percent of the steady state 
costs under the actual cost scenario. A decision-maker looking at costs 
for the first 30 years of the program would clearly opt for the actual cost 
option. On the other hand, decision-makers reevaluating the system 30 
years later would wish the initial decision-maker had selected either the 
lump-sum or ten-year option. 

Focubinp on the impact of the bill's cost today, the lump-sum option 
would Impose a substantial burden on manufacturers and purchasers of 
the vaccine 1f a surcharge were imposed to fund the entire $231 million. 
Who bears the largest part of this- cost depends on how the costs can be 
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passed from manufacturer* to purchasers through price incrcasca. „This 
cost Im the first two years is almost six times the annuel revenues of 
vaccine manufacturers.' The annual co 8 t of $205 million in the first two 
years under the ten-year option is over five times annual revenues. The 
burden of these non- recurring costs could be softened by spreading tho 
cost out over lime will, n financing mechanism. Par example, the bill 
permits the fund to borrow against tho Federal treasury and to repay the 
debt with Interest. An additional problem with the high initial cost is 
that assessing un appropriate surcharge rate will be difficult. 

Initial .-oats under the actual cost alternative impose a smaller 
burden on the fund. The annual cost of $86 million In the first two 
years is just over two times annual vaccine revenues. The steady stale 
minimi oosl under the actual cost option, however, is 1.6 times current 
annual revenues compared to the steady state cost under the other two 
options, which is just slightly more than current annual revenues. 



Comparison With Tort Costs 

It Is difficult to compare coats of legislative compensation to costs in 
the tort system for two reasons: 

• First tho limited available data on tort awards and the 
wide " range of compensation reported in the few cases 
available make eost-per-case comparisons speculative. 



Actually wo do not have precise information on annual revenues 
from vaccine sales. However, knowing that the Center for Disease 
Control spent approximately $13 Dillon in 1982 and comprised abou 
,,n"t»drd of the market, wo estimate that total sales wore about 
nnllion. t his duos not include HI I'. 



239 



236 



• Second, the number of victims who might make claims 
is unknown but probably will not be the same under each 
alternative. 

Little empirical data is available to make assumptions regarding 
propensity to claim under a legislative versus legal system. However, it 
te interesting to note that claims for automobile accident in *ies increased 
60 percent when no-foul t automobile Insurance went into effect, This 
statistic seems useful if we view a legislative system as a no-fault 
alternative to the tort system. Therefore, even if the average cost per 
case in the legislative system is less than in the tort system, total costs 
of the legislative system could exceed the tort system because propensity 
to claim is higher. 

An additional point to note is that the bill as it Is currently 
proposed is not an exclusive remedy for victims of vaccine injury. 
Victims rr.ny choose either the administrative route or litigation. Thus, 
those potential claimants who expect an award in the tort system that is 
higher than the bill's compensation (after subtracting transaction costs) 
could still resort to the tort system. 

Of course. .'actors other than the expected value of an award affect 
n claimants' decision-making, such as the highor probability of receiving 
benefits, the speed nt which compensation occurs snd the magnitude of 
legal expenses (particularly if fees must be paid up front). Clearly, 
under a legislative system compensation is more certain, the process is 
not as lengthy and involved os litigation and legal fees are likely to bo 
lower. 



Impact nn the Federal Budget 

The information currently availnble does not allow precise 
quantification of the impact of the proposed legislation on the Federal 
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budget. However, we can qualitatively evaluate the potential coats of the 
bill by examining the costa the Federal government currently beara aa a 
result of vaccino-related injuries and estimating how these costs might 
change as a result of legislation. 



Costs Currently Borne 

The Federal government . currently incurs compensation 
costs in two ways: 

• As a purchase r of vaccines, and 

* As & provider of social programs * 

As a major purchaser of vaccines, It bears some indeterminate portion of 
the tort and liability insurance costa manufacturers pay and pass on to 
purchasers through increased product prices. Over the past five years. 
Federal ogencicb have bought more than 30 percent of the net doses of 
many of the most commonly used immunization vaccines that were 
distributed. • No data is available on what portion of the price the 
Federal government, paid for vaccines covers compensation claim costs. 
Moreover, it is not clear how the recent high tort settlements, verdicts 
and expected future clairnu will affect insurance costs and vaccine prices. 



Includes only ncaslns, rubella, measles/ rubella, MMtt. oral polio, 
mumps, and inactive polio vaccines. 
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One small manufacturer of DTP vaccine claims the reason It 
raised its wholesale price in May 1983 from $3.89 to $35.00 per 7.5 ml vial 
was to cover increased liability exposure. This would suggest that at 
least 89 percent of its current selling price resulted from compensation 
costs. However, this could be an isolated case as other manufacturers 
have not followed suit with similar price increases. In fact, over the 
past b*n years, prices for major vaccines paid by Federal agencies have 
increased, on average, between 6.9 and 25.0 percent per year, with a 
typical increase in the 8.7 to 13,5 percent range, these increases are 
not substantially higher than the rate of inflation, indicating that the 
recent coHtly tort settlements have yet to radically increase product 
prices for most manufacturers. 

The. second way in which the Federal government currently 
pays vaccine- injury related costs is through various entitlement and social 
program* such as Medicaid, SSI, maternal and child health block grants, 
and the Education For All Handicupped Children Act. The primary 
beneficiaries are children of disadvantaged families. No figures are 
available to determine how much these programs pay to cover expenses 
for immunization victims. 

Potentia' Costs if 
Legislation ib Passed 

If the proposed bill is passed, the Federal government 
would see its current obligations for compensating immunization victims 
change in three ways; 

• The cost of the vaccine is likely to change, 

• Thu burden on socinl programs will probably fall, and 
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• A new liability wilt probably bo incurred to underwrite 
deficits of the' fund. 



The cost Impact on the government as a purchaser of 
vaccines will depend on how the legislation affects the price of the 
product, Under the legislation, compensation costs will be funded by n 
surcharge on manufacturers of vaccines, To the extent that 
manufacturers increase or decrease the price of the vaccine in response 
to this surcharge relative to the price under the tort system, tho Federal 
government will bo affected indirectly because , for many vaccines, it 
buys almost one-third of the net amount that is distributed, tt is 
difficult to predict which direction product prices will move, particularly 
since minimal Information is available regarding vaccine manufacturers 1 
expectations ana actions on tort costs. The variables that will have the 
major impact on prices are: 



• The propensity of people to claim under each system 

• The average compensation cost and the range of costs 
under each system, and 

• The number of people who v<ould choose the tort 
alternative if the bill were passed. 



As mentioned earlier, more people are likely to claim under 
a legislative system because the barriers to making claims, such as high 
up front costs and long legal processes, are reduced or eliminated. This 
is particularly true for victims in the short hospitalization or Acute 
categories who would probably not file tort suits due to high transaction 
costs and low expected uwards but would be qualified to make a claim 
under the bill. This factor would tend to make costs under the 
legislation greater than costs under a tort system. 
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The uvurago compensation per case under the fund is 
likely to bo loss than the average tort award. This factor would tend to 
make costs under tho bill less than under a tort system, all other things 
being equal. 

Since the bill does not remove a victim's light to sue, high 
tort awards would not be eliminated under the legislative scheme. 
However, the number of people who would file tort suits would probably 
decline if n legislative alternative were uvailuble, 

Clearly, these factors can have different effects on the 
cost of the legislative system relative to the tort system. If the net 
result is that the surcharge plus the cost of residual litigation is less 
Until the com manufacturers would expect from litigation in the absence of 
legislation, product prices would decline with the enactment of the bill, 
However, hhkv propensity to claim is likely to increase and since the 
legislation p re-servos the option of victims to sue, it is more likely that 
product costs and, therefore, Federal expenditures would increase with 
the enactment of legislation. 

The second way that the Federal government might be 
dilferentiallv imparted is through its social programs. To the extent that 
victims f-hcxisti the legislative route, the vucoine-injury costs, such as 
medical, education, and training expenses for immunization victims, that 
presently arc paid hy entitlement and social programs, will be shifted to 
the compensation fund, reducing the burden on Federal programs. In 
addition, the incentive to enter the welfare roles because of high medical 
costs would be eliminated for victims who choose that fund. Hence, such 
income supports to families would no longer be paid by the Federal 
government . 
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The third way in which the Federal budget would be 



affected by the legislation is through loans to the fund. The bill 
authorizes the fund to borrow, with interest, from the Federal Treasury 
if it runs out of money. Therefor©, there could be a short-term cash 
drain on the Treasury that would be paid back in future years. If large 
numbers of parents elect to take lump-sum payments, the cash deficit that 
would need to he covered by the Treasury is potentially quito large: a 
total of $462 million in tht»/ first two years. This would be less ($171 
million in the first two years) if people tended to choose the actual cost 
reimbursement option. 
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20MAi CHIuhOOD VAttltf IWUflf lOHfU$*MO* AC! 

Annu.il UimIi flow 



ACTUAi. LWtf SW TEN TEAR B « 8 « t^ 80 
73 Year Life 

1 485.625.50U 1230,900,4m 1205.5*0,446 

? 135,694,094 I2JO.90O. 474 1205,360.44b 

J 4Ju, 958.609 144,915,991 U9.J75.963 

4 451.029,^3 I44.9i5.9ii 419,375,963 

5 45l,u99,'97 144,915,991 419,575,965 

0 4:1,110.^ 1 444.915. 991 4\9.575.*bJ 
4M.?4ft.?8S U4.915.991 4l9.575.9ft3 

3 444,915.991 419.575,963 
9 U.SU.W! 444. 915,991 il9.375.9ftj 

;v i::. 452. 767 444.915. 991 444,915.991 

11 525,361 144,915.991 444,915,991 

i:i.59;.955 444,915. 99i 144. 915.991 

i; i:i.5fc4.549 444,915,99! 444.915,991 

14 IM. "5,143 444.915.991 144.915,991 

15 43l.805.7J7 144,915. 991 444,915.991 
le i:i.P76,iil 444,915.991 444,915,991 

1:1.^6,925 444.915.991 444.9l5.99l 

'.8 l\.i'fl6.M:. 144. 915. 99| I44.9l5.99l 

li r:,,-l4.h-J 144,915,99; 144, 915. 9*1 

15:. 940. 101 444,915,991 444,915,991 

.! 4;.4,i}bt.yv5 144.915. 991 444,915.^1 

u 1:5.792,089 444,915,9*1 444,915,991 

25 IJo.-IB.OB: 144. 915.99] 444,915.99] 

.4 I*,?, 644, 07? 444 .915.99] 144,915,991 

15 r-8.57u.uM I44.9J5.491 444.9l5.99l 

.'6 459.496.w65 444. 915. 991 444,915.991 

4*-.422,j59 I44.9i5.99l 444,*l5.99l 

;6 I4:.543,y53 444,915. 991 444.915,991 

.9 44 << ; , 4,«-4* 144.915. 991 444,915.991 

44T-. luu.uil 144. ^.99, 444. 915. 991 

m.U6.- :i 144.915.991 444.*J|5.?9l 

1 45. "5?. :* 144. M j. 991 14 4.915,991 

1 i I44 1 ?ll.«9l I44.915.99J 

4 Hc.M.N.' 144.915. 9J| 444 .315,99: 
H i: 144,9!!. <M K4.9l5.tvl 

-> 14-. "ft. '5 44<,?1'„,;}', 444 9|5,9«l 

U- bS:,^ I44.*l e .99| 144.915. ""I 

1 l v . fti- T , ■ i " I4i.9i l ,.i.l 444 .^15.^' 
l P :.!;\<? 444,915. «1 144.915.^' 
i'.:.4;..' f : 444,915,93] 144. 9(5.^1 

«: 4::.;b!.*"^ 144.9| C .,9<H 44 4, 

l54.Ml.. { i I44,«l5,99l I4|,ip,.*9] 

. I 4 '...'/.**. * I44,«l 4 ..«'-I l44.MI.-iM 



* 1 1 . » 6 J . • S I44,*i*,9i| 144, Hi. i^l 
*M5.V9| 
.'15.961 

l^.*4| 1 4'. I44,M!.'91 «^44,M5.«9i 
llM&V I44.9IV. ill I 44 .*:5. 9*1 

4: . " H4.*:' . 144. Mb. ;«q 



I* .g .«'■ l44.M5.99l IU%<15.W| 
4'.t-.'l5.-^ 144, 915. 114. '15.991 
'444. 
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Annual CuhU Flow 
(ront lnu«d) 



Q a3c Caso 
7 \ Year I ife 



Iv 


I6I.7I<.«21 


144,915.991 


144,915,991 


51 


Ift2.645.9l5 


t44.9lS.99l 


r 144,915,991 


52 




144,915.99] 


144,915,991 


c* 


M, 497, 903 


t44.9l5.99l 


♦44,915,991 


54 


165.123.847 


t44.915.991 


ait ait on . 

144,915,191 


55 


Hiw49,81| 


t44.9l5,99i 


♦44,915,991 


c ,e 


I67.275.B85 


144,915,991 


144,915.991 


j- 


168,201. 8?9 


144,9|5,99| 


144,915,991 


SB 


169, 127,87; 


$44,9l5,9?J 


Alt Q 1 t QS 1 

1441^13,991 


\9 


•7ii, 053,86' 


144,915,991 


ill Ait CO 1 

144 ,915, v9l 




17u,979,&dl 


All Alt f)Q I 

144,915,991 






•: 1.905, 855 


144,915,991 


144,915.991 




i;:.83i,bh 


144,<M5.9*| 


144.915,991 


a.' 


i > ; v 757,bi; 


144, 915, "191 


144, 915,991 




Ia2.a65.M7 


S44.915.991 


144^15,991 






144,911,991 


144, 915,991 


oe 




144.915. Hj 


144,915. i*\ 




it'.?;:*.** 


144,915. 991 


144.915.99! 




isi.Bv;.:^ 


144.915,9*1 


144.915.991 


; f 


•o:.8?V9B: 


144,915,991 


144.915.991 




ij:.«44.r<ji 


144,915,991 


14*. 915.991 


'! 


lo4.ul5.T5 


144,915.991 


144,915,991 


■ ■> 


154,065. '69 


144,915. 991 


144.915.19I 


i ■ 




U4. 915. «1 


144,915.991 




Ii4, 156. \z * 


144.915.991 


144,915.991 






144,915.991 


144,915.991 


0 


lj4. I5e. V 


114, 915.99J 


144,915.991 




l.*4.l5o.V 


144, 915.^1 


144.915.991 


'3 


ioU5&.:t- 


144,915.^91 


144.915.991 




•6*.!5e.:t: 


U4.9J5.i9l 


144,915,991 






144.M5.«! 


144,915,9^1 



2-18 



Cl'*r CftTCCOflV <r|Ml 1 



ncure 
ruruw i*v 



rtfOIC*. C05T5 

<••-• »3,994 

-Inpatient "*"-«p««. »|7? 
-Outpfttl*** "•»•«*•<;. »90 

fttHftoliXrario* coirs 

-HrtM* <*«.J| f Kthon 

. -Ph^fte«l apt, 

~Oc<wp«t | «n«l (Mr ip^ 
•lM»»»l »ciuc«tk t>r* 

-I. On^-» «r n r)r« 
-C4»J» J**tn» 

LOST EftHNlNG5 

ffllH « K^KmiNU 110. CM) 

30KVTV0H 9£H*Flr* J 

sOtrorftL »13.,9? 



*5Swvrl owl i 



UU>»1 critic 

CHROMIC 

ve«* i future fv 



be HTH 



• 10,919 
»9*J 
•931 
• 91 
»19ft 

»3,M8 
•1,54? 
•992 



■ 0*9 
•20,932 



•20,009 



■•*9 ( 932 
•02,3*4 



•129, 126 



•20,6*0 
•16,313 
•4,423 

9319,444 



1369,649 
•3*0,649 



•31 



•1,963 
• 739 
■ 176 

•2,999 
•10,299 



•999 ,999 



•29,299 
•29,299 1699, 994 



1900.999 
•190.999 



MLL LOSTl IN CONl TAN r 194<4 0OL19R9 

'ASSUMING 1.19 1 NFL BtrUCEM 1669-1994) 

'* 1.13 OlFFCWMnm. IKfL FRCrW UPS OSSUHtO 

fo« hcrlth zmmi costs ov hhs» 

WNHUfli. CRRHIMGSt 

'AGES 19 TO 69> 
OIJCOUMT ftATCt 

mt Ffts cJt or 3U9ror*L>t 
rorpL cosr fop sw«r hosfi rau^ano*! 

INCIOCNtIC (CASCS IN t99-4>i 

-shout Ho^ir^UfiriOH 
-acurt cpreconv 
-chromic curcootv 
-ocfrrH cortGCRv 



•19i20Q 

2.90* 

20.99K 

•2,999 

2069 
2?fv? 
114 



UCIGHrCO 0VCMWC 
NFV/CRSC 



•8,071 
9293 
0274 
• 3J 
0394 

•1 ,3S4 
0446 
0293 
•?,»99 
•0 , 2 10 
• 1,919 
•22,623 
•99,094 
114,939 
11^,121 

• 139,629 
•27,72« 

•199 .394 



if rFOAcrik* inCIDCV <r*t noot 

-HCUTt C0TC9O9V 
-C^ftONtC CHTtOOOV 
-OC0TH CHrtGOOv 

Hurmi . or rtacs fof. Kemoncuvt c«S| 



W0IUAL 
147 



249 



0* 
502 
90S 



total 

• 90 

e 

01» 



245 



Annual Canh 
low 





HI 1 UNL 


LB* SUN 
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934,191,449 


417,710,940 


3 


•29,710,947 
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Annut) 1 C«h Flow 
(Cont lnucd) 



•Sensit ivity Pun 
^0 Year Life 



1*1 


« "9.591 . 747 


934.198,469 


934,199.969 




IJ9.59l.747 


134,191,469 
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• ^ 


l}9,591,747 
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434,199,469 
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939.591 747 


134,199,449 


434,199,469 


ft 1 


139,591,747 
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939.591.747 


434,199.469 
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NC1ISK PH0F1LKS 



APPENnTX R 



This Appendix contain* two resource utilization profiles from 



ftepartmont of Health, Rducntion and Welfare, Publin Health Service. 
Office of tho AsHistant Srrreiary for Health, National Center for Health 
Services Research. December 31, 1979, These profiles represent the 
Acute and ChroVic eatPRorles in PlUVs nnalyrla ami were used to estimate 
costs. 
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' • I'HI ■IKNIS ACIIIT. 1 l.l.NKSS l a AT ( i:HH1 

\ Mtiili-I.ilr hm-i-ph.il U i ?; . Kmeph.i lomyul ills, .iml fV.rpll* Mfii lti|;l t I -i due 
ro DTP Vaci ine i Intact eriaed by Co 11. ipse ami resulting in Complete 
He rovri y ■ \^ 

r.ii ii-nC Sirn.iriu: I'.ii iini experiences Mild fru ophal Uls cltarac terised by s 
lift iimm'iI spiini.iiiriMi'i .irtlvity. pour fluid Intake, marked lctlinrp.y and 
• ItH List i hi; ) days .md resu 1 t 1 ii|», in complete* recovery. (Pat lent 
.j j; «* J*. Ii works Lu 6 yeais.) 

jn'Kre e uf I nma it rmvnt i 100X for 7 days. 

Ai tit y lup/ 1 tiont Utyl i 2»it_ion : 

• Length nl st.iy: 7 days. (Kstim.He bnued on severity of disease. 
Mean lengtii of stay is 8.8 days with a Standard Deviation of 12.1, 
a range of 81.0 and a Median of 5.0 days for Other Encephalitis, 
Viral.)* 

• 3 consults with Neurologist. 

• 1 consult with Infectious Disease Specialist 

j Attending physician visits daily; Pediatrician 

• Spw. \'x oi rd u res ; 

I iifqh.ii 1'iiiif r ore 
Sit Kl.-c t rui'iiceph.j lop.r .imb 
« I'liv. Hum .ipy/Ort iip.it iim.il "ihn.ipy 

I'liv-.u'il iln»r.ipy il.iily f«»r t'xrrctt.r 
nceup.it itni.il thft'.ipy d.uly loi d ivetsional benefit 

Out j>>i r i en t lit i I j ?. >i i i un : 

• ? consult;, with Nour ulof* 1st 

v 

• U office visits to Pediatrician 
Chr«»nic_ Inpat i ent lit 1 1 i t at ion ' None 
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■t »'kj .1 f.i-. i urn in 1 1 1 1 1 ni t ath.miu 

w 

/ :.cv«T i' Fnrepha 1 | i n. , .uiii Knc i')iti.l I omyi* lit I ilue In II IT Vae.'lne i f.ti 1 1 i 
in l'syt liiumil in Krl .M tt.it lull . 

I'll f *'tit :|i I'n.^r n» * Pitient ejiper iencrs Srv Kno'ph il it (s/Kiii.ephalctmyel it i*: 

h.u .n t i*r i /i-d ny Icv.'i , roiivo I •. f tin*. , It v | in i mm 1 1 1 , iiritt i p 1 i ,i .md men luteal 
;ij;i?»i fi'Milt inj; in p.'.yt lnwuLnr ret.iiil.it inn. (Pal lent atfe Is b weeks to 
h yi .11 ; 



) VL X ■' 1 ro J V 1 *. r VJ* { : ' ^ 

(Kstim.ite based on category of Mciit.il Outer lor at ion, Severe, which In 
rated 1SZ In the Labor Code of the SMte of California.) 

Acute lu jMj te nt U t i_l l^-i L (on: 

• Length of stay? 3 weeks. (Ksciaatc In based on severity of disease. 
Average length of stay for Other Knrephal 1 t Is, Viral, in H.8 days 
with .i Standard Deviation of 12.1 and a Range of 81.0. The Median is 
V0 days.)* 

• } consults with Nuur u lofil s t . 

• ? cmtsnlrs with Infer t long bisc-isr Specialist. 

• At tend ni)». physician visits daily: fed f .i t r ic (an . 

• Intensive nut sin); ivtrc f <tr 1 week, then l out I lie ran 1 for 2 weeks. 

• Spc«: ill Yi ni ffliit es . 

l.umh-i i I'liur t ur e 

Serial Kl e.*t rnrm eph.i J i»|' ( r.nii", 

niim.J jnt 1 1 onvu l s.mt level determination 

• Drui: Iherapy: 

Phenoh.irbi t-»l 

• Physical Ther ipy/l>( cup.it iuu.i 1 Therapy: 

Physical Therapy tl.illy for 2 weeks (ui family instruction, pa it 
it ii ni nr. and exrre \ «;e. 

Orrnp.itiun.il Thet.ipy d.illy for 2 weeks for self care and 

divrrslnn.il benefits. 0 

P.wr I npmeut a I a«. e ■. \mi»n t hy mu 1 1 i d l sc i p 1 t na r y t e.im inC 1 ud I tip, 
Pliyr.ic.il Medicine Specialist. Psychol ogist . Neurologist and 
Phys i i a 1 Thet apist . 
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th.lj.lt I. Ml Ut i I f/ il inn 

• fon-.hlf. with .» NriniilMRlM I'Vi'iv U muiiI h'i I ul 1 V»'.tr ■ 

, IM.ysir i.in oil mi- visits t.i .1 IV.lt M I \<Tui Mine-. yr.lt mil I I 

.iy t v IN. tin- 11 visits tn rrlm.iry Cue Special l-.l .nmu.illy lor Md 1 . 

• Ptiysii.il lln'r.tpy/Oii iiji.ii inii.il Ihei.ipy: 

- IMiysic.il Therapy weekly (or I yr.»r for exercise nad Rait lr.iiiii»U< 
Speech Therapy 1 time per week for ^ yeai:;. 

n, riip.it Kui.il Uu-t.ipy I tun.- pel we.-k fot I ye.n for i.oli-.irc 
,u- 1 i v 1 1 ie". . • 

• Kper 11 1 V'l' 1 1 pmiMil - 

l.onj; le); bract' 
Crutches 
Whec Ich.i i r 

- Rolling Walker 

« Special school in|; (or \'? ye.us. 

Chronic Inpatient Ut U lza t ioe: 

• Domiciliary care from agi* lb for life. 

• Vnr.it ion. 1 1 c rain in?, r»boltneU workshop for 1 ycir. 
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RESULTS 01-' SENSITIVITY ANALYSIS 



APPENDIX C 



This appendix contains summary tables and graphs of the estimated 
costs of the bill if the averago life of patients in the Chronic Category is 
40 years instead of 73 years. Exhibit C.l tabulates the cost per case by 
disease category. These costs can be compared to those for a 73 year 
life in Exhibit 4 in the text. If patients actually live an average of 40 
years, the net present value cost of compensation for chronic patients is 
$494,000, about two-thirds of the base case costs. Exhibit C.2 shows the 
cost components per casp. 

As Exhibit C.3 shows, costs over time would also be lower and the 
difference between steady state costs in the three options would be 
smaller. Steady state costs are more similar because the costs for mild, 
acute and death cases which are common among? all options, are a larger 
proportion of total annual cost. Thin graph can be compared to Exhibit 6 
In the text for a 73 year life expectancy. 
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Exhibit C.l 



Coat Category 



COSTS PER CASE PY ILLNESS CATEGORY (40 YEAR LIFE) 
(Constant 1984 riollarf) 

ACUTE CHRONIC DEATH 

Year I Annual NPV Year 1 Annual*^-NPV -Year I Annual 



NPV 



Weighted 
Avp 
NPV 



Medical Expenses % 3 , 457 

Rehabilitation, etc. 0 

Pain end Suffering 10,000 

Earnings Loss 0 

Survivor Benefits 0 

Legal Fees 2,691 



0 
0 
0 
0 
0 
0 



$ 3,45? $ 11,818 
0 9,014 



10,000 
0 
0 

2,69.1 



25,000 
0 
0 

82,296 



$ 31 $ 12,589 $ 0 

1,969 58,448 0 

0 25,000 0 

18,200** 315,444 0 

0 0 500,000 

0 120,302 100,000 



0 
0 
0 
0 
0 
0 



0 
0 

500,000 
100,000 



0 $ 5,975 
0 16,648 
14,030 
89,854 
12,121 
38,552 



Total 



$16,148 $ 0 $16,148 $128,128 $20,200 $493,777 $600,000 $ 0 $600,000 $166,354 



• Calculated by annualizing the NCHSR's present value of coats excluding year 1. A 73-year life was 
assumed. 

Compensation for lost earnings does not begin until the i8th year and lasts until the claimant dies at 

9 
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lixlilbit C.2 



WEIGHTED AVERAGE NPV COST COMPONENTS 

(40 year life expectancy) 
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Senator Hawkinn. I believe you said that your study shows the 
cost would be about one quarter or maybe even less than that, be- 
cause CBO's figures are costed on 100 percent of every case? 

Dr. Smith. We are not sure how CBO's figures were developed. 
We have no information of the details of their development. 

Ours are based on 100 percent of the cases being covered by the 
system. Nevertheless, there is a tremendous difference in the cost 
estimate. Ours runs really less than one-fourth. 

We estimate that in the first 2 years the program can be admin- 
stered for about $150 million. After the first 2 years, that you 
reach a steady state of annual cost of approximately $50 million. 

These figures can be changed to some extent up or down depend-, 
ing on the variables that exist in the entire program— such things 
as how the payment options are designed, whether or not they are 
settled in a lump sum fashion or whether it is spaced over the 
years. It depends on the life span, the best estimate that you can 
arrive at of the life span of a seriously injured individual. The esti- 
mate bases the cost for that seriously injured individual at 73 
years, a full, normal life span. We doubt that this occurs. We think 
it is more likely on the oraer of 40 years. <■ 

It depends on the number of cases grandfathered in at the outset 
of the program, and it depends, further, of course, on the number 
of people who finally choose the compensation system. All of these 
are variables that can determine a great deal of the differences in 
cost. 

Senator Hawkins. We appreciate your working with us on the 
bill, Dr. Smith. It is my understanding that when we received a 
copy of your estimate of the cost from your experts and provided it 
to CBO, CBO wanted to go back to the drawing board and look 
again at their costs. Hopefully, your study will lower those costs. 

Do you feel it is necessary to provide a table of injuries in the 
bill? 

Dr. Smith. We feel that, in one way or another, one place o^ an- 
other, there has to be finally and ultimately a table of injuries. a 

One of the concerns that we have always had expressed about 
this concept from the beginning has been the numbers of instances 
that could be classed as temporally associated events— events that 
they might occur around the time of an immunization and they 
might not be possible to distinguish from a reaction to the immuni- 
zation either clinically or pathologically. 

This table of events, the table of injuries, with associated times 
connected with them, is an effort to sift out those instances or tem- 
porally associated events, as many as possible. It will not be per- 
fect, but it will sift out the majority of the temporally associated 
events. 

The advantage of incorporating it into the legislation is that it 
does put it in place immediately and allows the program to start 
sooner rather than going through the process of rulemaking, regu- 
lation formation, and so on» which would take a couple of years. 

We feel ti,at there is some advantage in having it in the legisla- 
tion. There is incorporated in the legislation opportunity for alter- 
ations of the table with additional time and experience. 

Senator Hawkins. Are you concerned with the supply of vaccine? 
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Dr. Smith Terribly concerned. That has been one of our greatest 
concerns from the very beginning, as we ^ave seen the number of 
vaccine producers shrink ami, of course, as we have seen the costs 
more recently escalate. 

I have heard various descriptions of the stockpile. One that I 
have heard has been 6 weeks. Now that is not a very adequate safe- 
guard for our supply if someone suddenly decides to leave the mar- 
ketplace. 

Senator Hawkins. Thank you so much, Dr. Smith. 4 . 

Dr. King, we appreciate your joining us today. I know the Florida 
Legislature is in session, considering a number of imqprtant health 
bills, and that you should be there to help them. 

Dr. King. That is correct. 

Senator Hawkins. I appreciate your taking the time. 

You mentioned ASTHOs concern about the cost of the bill and 
its relationship to a State's ability to purchase vaccines for distri- 
bution among its public health clinics. 

Dr. King. That is correct. I think that one of the difficulties for 
the States, those folks in the public health agencies in the States, 
in dealing with this issue is to sort out what we are trying to do 
with the bill and the impact that is going to have on the day-to-day 
administration of the program. I think that is where a lot of the 
concern that you hear is coming from. 

Inevitably, what we are trying to do here today is going to mean 
that the immunization program in this country is going to be much 
more expensive. We have heard dollars and, even within the 
margin of error of the dollars that you are talking about, you are 
talking about a great expense. It will not be just a Federal expense, 
a U.S. expense; it will be a State expense, too. 

Even without that, the cost of vaccines is rising so rapidly that 
both those that we purchase through the centers and those that we 
purchase hrough our own State purchasing contracts are getting 
quite a bit higher. 

If I am not mistaken, I appeared before you on a committee hear- 
ing last fall in which we discussed the same issue then, and it is a 
verv real problem and we are all quite concerned about it. 

The cost of the administration of the program I think is some- 
thing that can be dealt with, and I think that is something the ad- 
ministration people who are in the administration can concern 
themselves about with any new idea. 

However, one of the things which has been barely touched on, 
which is critically important to this bill and to what it is trying to 
do, is the information it generates. The real progress is made in the 
elimination of the disease in our society with technically valid in- 
formation It has happened throughout the years, and it continues 
to be tin* case now. 

We do not have— at least in cjr State—the kind of information 
that we would like to have that tells us really what do we have out 
there in the way of vaccine-related injuries. We have some idea in 
some sectors Some counties are better than others in reporting. 
The private medical community is improving daily. However, if you 
wciv to ask me :odav exactly how many vaccine-related injuries 
have there been and will there he in the State of Florida. I could 
imt teii you that, and 1 need to know that 1 need to know that, and 
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I think every Mute health office in the country needs to know, I 
think the Center desperately needs to know that. We are working 
very hard on getting in that direction now. We are improving 
daily. 

That is why when the two concepts come together — the concept 
and need for compensation, which is real; we have a societal obliga- 
tion—on the other hand, what is the nature of the problem really? 
It is hard to know how big the problem is, exactly what the rela- 
tionship is to what we are doing on a day-to-day basis. Hopefully, 
we can help iron that out. 

Senator Hawkins. Florida is a gateway State because of our geo- 
graphic location. 

Dr. Kin<;. That is correct. 

Senator Hawkins. We are the entry point for refugees, immi- 
grants, visitors from nations 

Dr. King. And college students from the North, too. [Laughter.] 
Senator Hawkins. I was getting to tha*. [Laughter.] 
And from other countries that do not have active immunization 
programs 

Dr. Kink;. That is correct. 

Senator Hawkins. Does this make Florida at risk of epidemics? 
Dr. King. Yes, Madam Chairman, it does. 

We had in although our total numbers of cases for the year 

were down from the year before, we still had far too many c&ses in 
the State, and they were almost all,, as far as I can tell, directly 
related to the importation from South America and the rest of the 
world of a new case of measles. It proved particularly difficult be- 
cause the population at risk at that point in time, at greates* risk, 
was the middle school population, although we did have some sec- 
ondary spread to the younger children. We are constantly on our 
guard, and we have had a number of counties which have had to go 
through a fairly major school exclusion process in which every 
child in a school or in an entire school system, if it is already into 
the secondary generation of cases and spread beyond the first 
schools, had to be removed from school for a period of several days 
to a couple of weeks to get the immunization status up to tha point 
that we can afford to let the children back in to keep the spread of 
the disease down That continues to be a very real problem. 

The encouraging thing, I believe, however, is that measles is one 
of these diseases like smallpox in which the only reservoir, as far 
as we know, is the human reservoir and potentially it is eradicable. 

I think it is so important at tl [s point in time that we do not 
hesitate on the brink of our success. I think within our lifetimes we 
may well see what we have seen with smallpox, and what we need 
to do is to push ahead if we can. 

Hut. yes. we do have a problem in Florida because of that. 

Senator Hawkins Is the Florida Legislature proposing any man- 
daton, reporting lor reaction to pertussis? 

I)r KiNt; No. i am not aware of any legislation in the State 
^•nate or the house at the present time for reporting. We have 

urn an effort, however, as a part of our program to improve our 
i porting. We are m the process of doing that right now. 
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Senator Hawkins. How about mandating the dissemination of in- 
formation to the parents of adverse reactions, possible adverse re- 
actions, prior to the first shot? 

Dr. King. We have begun a very extensive process, which is 
mostly in the planning stages right now, of doing tha* administra- 
tively. I am not aware of a specific bill in the Florida Legislature at 
this point on that issue. 

Senator Hawkins. Can States do it administratively without leg- 
islation? 

Dr. King. Yes. Oh, yes, and we intend to. 

Senator Hawkins. Do you know how many States have done 
this? 

Dr. King. No, I am not aware. I am sorry. 

Senator Hawkins. We appreciate your cooperation. We look for- 
ward to working with you on this legislation as it develops. 

Dr. Nelson, AMA, one of the proposals that you considered was 
to convene an expert panel that would define the clinical param- 
eters for identifying vaccine-related injuries and the projected care, 
needs, of the injured individual. How do you view the use of such 
an expert panel? 

Dr. Nelson, This was also one of the recommendations in the 
report of the National Immunization Work Group that was com- 
missioned by HEW in 1977. We felt that, given the alternatives for 
defining eligibility and compensable events, having an expert panel 
convened and identify the compensable events for proposed rule- 
making was a more desirable alternative than to have some listing 
of adverse reactions and eligibility criteria as part of the bill itself. 

I think it should not be difficult for the Secretary to identify a 
group of experts that are recognized nationally in their field and 
use them as a resource in developing proposed rules. 

Senator Hawkins. The Department of HHS has a very strong po- 
sition regarding immunizations, however. I understand the Secre- 
tary has termed failure to immunize a child a form of child abuse. 
In your mind, doesn't that impose a conflict of interest for the Sec- 
retary to say that if a child is not immunized, that is child abuse 
and at the same time having to be involved in the appointment of 
a panel and also be involved in compensation? 

Dr. Nelson. Well, I think you would have to ask the Secretary 
whether that represented some inconsistency. I have confidence in 
the ability of the Secretary to carry out the mandates of a bill that 
would cail for him convening a special panel to assist in defining 
eligibility. 

Senator Hawkins. Should the Secretary be involved in determin- 
ing eligibility compensation? 

Dr. Nkijson. I suppose that he would insofar as 

Senator Hawkins. It is a "she M right now. 

Dr. Neijson. Pardon me, he or she would insofar as being respon- 
sible for the publication of the proposed rules. 
Senator Hawkins. Thank you. 

Dr. Salk, it is a pleasure to have you with us. Your work has 
earned you justifiable renown and saved countless lives. I remem- 
ber as a young girl the panic of the polio epidemic— closed swim- 
ming pools, closed theaters, and the fear we lived in, especially in 
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the South. I can remember the relief, also, when a vaccine for polio 
was developed. 

Your testimony poses a very interesting question. How can we 
structure a compensation program which encourages the use of the 
safest of all available vaccines? 

Dr. Sai.k. I think it is a n 'ter of incentive and it is a matter of 
penalty. The question is, W».o is to provide the incentive and who 
is to provide the penalty? In the case of vaccine-associated injuries, 
it is clear that it would be far more desirable to avoid them, far 
more desirable to have vaccines that do not require the use of com- 
pensation as remedy. In the event that compensation is necessary, 
it seems to me that the kind of legislation that you are proposing 
would be desirable. A careful distinction must be made between 
those instances in which there is no other remedy and those in 
which there is. 

It seems to me that in this instance, where alternative vaccines 
exist as is the case of poliovirus vaccine, that the indemnification 
for such damages should not be included in the bill inasmuch as 
the evidence is now clear that there is a polio vaccine that can be 
ad ministered effectively without inducing injury, and there is one 
that does induce injury in a small number of instances. My sugges- 
tion would be that for instances in which there is no such an alter- 
native that indemnification measures are required. However, 
where a safe alternative exists then indemnification as a solution 
should not be available. ^ 

Senator Hawkins. Do you think the Federal Government needs 
to take a larger role in vaccine development, production, and 
usage? 

Dr. Sai.k. Yes; I do. I think that this is a majof^and important 
public health measure. With more attention in thfs regard on the 
part of Gfr^ernment authorities, encouragement for the necessary 
research wodld be available. This would be true, as has already 
been mentioned, not only in improving vaccines that already exist 
to make them risk free, but also in making vaccines available for 
diseases that stiil are prevalent and for which preventatives are 
clearly required. 

Senator Hawkins As you reflect back on your successes, did it 
takr t hi* polio epidemic of the fifties to bring about the solution? 

Dr Sai.k. No. Research on polio had been going on for quite 
some time. 

Senator Hawkins. How long? 

Dr. Sai.k. You may recall that Franklin Roosevelt had been para- 
Iv/.rd. During his Presidency, in the year IMS, the organization 
railed tin* March of Dimes was created. About a decade later it 
became possible to say that polio was caused by three viruses. The 
polio virus could be produced in tissue culture, and soon thereafter 
it was possible to develop a vaccine. Polio, as an epidemic disease, 
had been mounting steadily for several decades. It is fortunate that 
a vaccine did become available when it drd or else cases would have 
continued to accumulate in excess of the average of 25,000 cases of 
polio annually 

Senator Hawkins Thank you, Dr. Salk. 
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Mr. Dodd, is it junt as difficult to ascertain the identification of 
the manufacturer of a vaccine administered by a private pediatri- 
cian as a vaccine administered by a public clinic, in your opinion? 

Mr. Dodd. There seems to be a dispute in the profession about 
that issue. In California, I think we are generally blessed with a 
very high level of care, of health-care providers. It has not been the 
experience throughout the country that that standard is necessari- 
ly even with regard to pertussis immunization, which is what I am 
familiar with. 

It appears that in some areas of the country there is a failure 
generally to follow medical contraindications. So, the exposure of a 
physician in these kinds of lawsuits seems to vary a lot. There is no 
common feeling about what that exposure is. My personal feeling is 
the exposure in the situation that I am familiar with is small 
However, on the other hand, that may not be the experience in 
other parts of the country. That is a very difficult question to 
answer. 

Senator Hawkins. Will the provision of the compensation option 
effectively allow negligent vaccine manufacturers and doctors to 
avoid liability? 

Mr. Dodd. Well, that depends on two things. Obviously, if the bill 
were mandatory, there would be that risk. As tho bill presently 
stands, there is authority, as I understand it, for the Government 
to pursue those individuals who the Government determines may 
be culpable in some sense. Depending on how that was actually im- 
plemented, which I do not think is something that one could write 
every step into the bill— it would not be possible— depending on 
the manner in which the bill is implemented, that may or may not 
be true. If the Government was vigorous, if the Government was 
examining records, if the Government was out there really trying 
to determine culpability, I do not think it would permit the manu- 
facturer or health care provider who might be involved to escape. 

Senator Hawkins. In your opinion, is the Government vigorous 
in enforcing the vaccination? 

Mr. Dodd. Enforcing the — 

Senator Hawkins. Of children before they go to school? 

Mr. Dodd. Quite, yes. The Government is quite vigorous. We 
have heard from one gentleman about Arkansas, which I am not 
familiar with. 

All levels of government that I am aware of, all the way down to 
the county health officials, are extremely vigorous in implementing 
this policy because they know in general that immunization in this 
country has been an enormous boon to this society, but they paint 
everything with a very broad brush, and it is very difficult for 
them to recognize where there may be problems »n our immuniza- 
tion policy, where immunization with certain products may be 
based on faulty assumptions or false epidemiological otndies, false 
assumptions about the vaccine. However, ge. *<iy, th^ people who 
implement this program from all levels are ..■ .m A ted to immuni- 
zation, and for good reason in general. 

Senator Hawkins. You heard Dr. King speak *f the resolution 
they passed in 1974. 

Dr. King. I'm sorry; 1978. 
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Senator Hawkins. In 197K. Obviously, it was of concern to the 
State health officials back in 1978. In your experience as an attor- 
ney, why do you feel that the same officials that are concerned 
don t show the same interest in reporting adverse reactions? 

Mr. Dodo. Senator Hawkins, it has been stated by several ex- 
perts who routinely appear for the defense in lawsuits involving 
pertussis immunization that it has been known in our society for a 
long time that reactions are notoriously underreported, Why that 
might be? It is very difficult to say It may be that there is inad- 
equate information disseminated by the Federal Government, the 
local government, and the manufacturer, specifically again related 
to DPT, which is what I am familiar with, as to what to watch for. 
It may be that physicians assume that all vaccines have the same 
relative level of risk, and it may be that physicians assume that 
injury with regard, for instance, to pertussis immunization is very 
rare, is very idiosyncratic, as is generally true with other vaccines 
Dr. Salk has talked about the rate of injury with regard to the 
polio vaccine. That is a relatively small number. 

It is the opinion of many experts that the risk related to pertus- 
sis immunization is not in the same ball park with these other vac- 
cines; that there is an order of magnitude that is incredibly multi- 
plied with pertussis immunization. 

Again, physicians familiar with the polio vaccines, with the other 
modern vaccines that we have, know in their hearts that there are 
possible reactions— maybe one or two. The common wisdom goes 
that you can have a reaction to aspirin, and there have been such 
things reported, but these are rare; these are very rare events. 

Pertussis immunization, we feel, presents a wholly different pic- 
ture. Of course, again, we are certainly not talking about thou- 
sands of children a year. If we were, I don't think there would be 
anybody here to oppose the bill, Senator Hawkins, but we are talk- 
ing about a significant number of children and we are talking 
about young attorneys in my position who are now losing clients to 
death. Now that is a unique experience for me. I am not old 
enough to have a lot of clients with wills and trusts who, so the 
saying goes, the wills and trusts mature; the people die. But now, I 
am losing young clients, and these are existing clients, and these 
are clients who did not come to me in time for me to help them. 

As I have stated in my written testimony ; right now attorneys 
are the last resort for these children. These children all present 
massive medical records— 300 or 400 pages long. They have been to 
the Mayo Clinic. They have been to every clinic that has a pediat- 
ric neurologist. Again, there is only so much that any physician 
can do with the kind of seizure disorder that these children are fre- 
quently presented with. There is only a limited amount one can do. 

It is unfortunately true that in order to improve the quality of 
life of these kids as best we can, it takes a great deal of money. It 
takes a great deal of professional assistance from physicians. It 
takes therapists. It takes paraprofessionals. There are all kinds of 
different things that can be done, but they are expensive. 
Senator Hawkins. But it is also expensive not to do? 
Mr. Dodd. I think the secret, really, to the response to the people 
in regard to this bill who suggest it is going to be very expensive 
is— and I think this has been mentioned by several physicians on 
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this panel— th* se children have a built-in, fixed cost, anyway. They 
are getting supplemental social security disability. They are getting 
aid from private charities. They may be getting State aid. 

What middle class family in this country can afford the actuarily 
projected expense to take care of one of these children? I don't 
know of any, 

These children have a fixed cost that our society is paying. What 
we are talking about in this bill, I think, i9 focusing the cost into 
one central area, but I don't see that we are increasing the cost. I 
cannot accept that. 

Senator Hawkins. Thank you all very much for appearing with 
us today and helping to resolve this very significant problem for 
children and parents. 

Now we would like to call our final panel, representatives of very 
brave U.S. vaccine manufacturers: the Michigan Department of 
Public Health and Biologies, one of the two States involved in the 
production of vaccine, which was quite a surprise to me — that 
States are now involved in production rather than chemical manu- 
facturers, and they will be represented by Kenneth Eaton and 
Vince Leone, who is assistant attorney general for the State of 
Michigan. 

We also are privileged to have Mr. John Lyons, who is president 
of Merck Sharpe & Dohme, who is the sole producer of the vaccine 
for MMR — measles, mumps, and rubella. He will be here accompa- 
nied by counsel. 

In addition, we would like to say that Wyeth Laboratories and 
Lederle Laboratories have submitted testimony for the record. 

[The prepared statements of Wyeth and Lederle Laboratories 
follow:] 
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Wyoth 

wyy/ni la an ha tohiks r n rhiiadtt^M /wiy/™^ w>i 

April 30, 19P4 



The Honorable Paula Hawkins 
United States Senate 
Washington, D. C. 20510 

Dear Senator Hawkins: 

I wish to reapond on behalf of Wyeth Laboratories, a division 
of American Home Products Corporation, a manufacturer jf 
vaccine products, to your invitation to comment on Senate 
Bill S.2117, tho National Childhood Vaccine-Injury Compensa- 
tion Act. Wo submit this written statement for the record 
of the hearing schedule on May 3, 1984 before the Senate 
Labor and Human Resources Committee. 

Let me first compliment you on your efforts on behalf of 
childhood immunization in the United States. This program, 
so fundamental to our nation's public health objectives, 
is certain to benefit from your personal interest. 

The purpose of T..2117 to establish "a simple, no-fault, 
expedited, lo 1 / transaction cost, nonadversaria 1 , and 
effective national program for assuring the provision of 
l just f :ompe»\sa t ion to children *nd others who have sustained 
va-?ci le-related Injury" i* certainly a rational, societal 
judg~,*nt and one with wh.cb v_ would not quarrel. We must, 
however, respectfully disagree with limiting the program to 
»i "non-mandatory alternative to the current tort system". 
Wo f.«H tho pi'ocjram should be mandatory. 

To provide compensation for the injured recipients of 
childhood vaccine is to remove but one of the threats to 
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national immunization objectives. The manufacturers who 
assure continued development and availability of vaccines 
are also threatened. We, as well as vaccine recipients, 
can be victims of the excesses and Vc _iries of the current 
tort system. As an example, time periods for claims n nd 
suits by minors can exist until such minor reaches a n»u ">rity 
jtjt 1 , placing a burden on all parties, a burden of unknown 
risk that may be as long as 20 years. Health care personnel 
are equally burdened. Removing, or denying recipients, the 
pertussis component of the vaccine may resolve the liability 
potential but obviously this is not a satisfactory pub!\ 
health solution. To preserve the immunization system ?nu 
to extend it to other disease states, a singular legislative 
remedy is now required, one whic*. covers all participants — 
including manufacturers, distributors, and the people re- 
sponsible for the administration of the vaccine. 

The proponents of the current tort system speak of the need 
not to .ibrtolvo manufacturers from liability for negligence. 
W" support the continuation of manufacturer liability for 
any vaccine not meeting government standards . 

We feel very strongly that the legislative remedy finally 
chosen must cover all participants of what is now a very 
effective immunization chain. Otherwise this chain could 
he broken at any point from the d.yelopment of new vaccines 
through continuing availability of current vaccines, to the 
very point of advice, counsel and administration of the 
vaceino. For these reasons we submit that to be effective 
any Federal compensation program for vaccine injury must 
In- an exclusive, mandatory remedy. 

This is such a fundamental, overriding consideration, we 
cha',i* to ttc'ter detailed comments on S.2L17 to focus solely 

on t.hi.-s issue. We hope you will appreciate our concern. 

Very truly yours, 



Richard Boqash, Ph.D. 
pi es ident 
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Statement by I,e<ierle Laboratories, 
Division of American Cyanamid Company for 

submission to the Senate Committee on 
Labor and Human Resources in response to 
the Committee's May 9, 1984 
request for comments upon S.2117, 



the National Childhood Vaccine- I n jury Compensation Act. 



May 15, 1984 
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Va ccine 1 nj u 17 jCow^nMt ton tea i • l« t jon 
Led erle Statement 



Lederle appreciates the opportunity offered by the committee to comment upon 
S2U7, The National Childhood Vaccine-Injury Compensation Act. Senator 
Hawkins 1 sensitive concern about the problem of no-fault vaccine injury has 
served to tocus Congressional attention upon s complex and troublesome 
Actuation. It adversely affects both those unfortunately injured and the 
manufacturers who develop and produce the vaccines responsible for disease 
prevent ion. 

lhe problem ot deviling a .y.tem for no-fault vaccine-injury competition 
which is fair tft the injured party, doe. not di.courage priv.te .ector 
manufacturing .nd distribution or, re.earch and development of new end 
approved vaccine, and who.e co.t. can be hold within rea.on.ble and 

predictable limits has tho. far resisted .olotion. 

While the problem exists in cost developed nations, it appear, that a greater 
„,..M.,re of control is exerci.ed in tho.e coontrie. than in the United State. 

three m, ,or reason.. One, existing system, of relatively comprehensive 
nut ...nal li»«lth insurance; two,. direct government ownership or indirect 
sohHi.l./ation and/or protection from foreign competition of vaccine 
„,*,,„, *itur,rs; three, significantly lower rate of recourse to litigation in 
„,..,„.. ,„,.,rv an.) mare eff.-.tive limitation of award amounts. 
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Hi * tor ical I y , normal United Stated market force* have aerved this country well 
in maintaining a vigorous and effective domestic vaccine industry. The 
United States has long been the world leader in the development of new 
vaccine*. There i« every reason to believe auch leadership can be maintained 
if actions are taken to balance certain negative conditions which have arisen 
within the pant decade or so. 

fH.-He negative conditions include increased costs, limitations on adequate 
pricing, extensive regulatory requirements, excessive litigation and awards, 
increased United States competition from relatively protected foreign 
mantifavtueri, a static or decreasing market for the basic vaccines and 
ui.i>l<-'|i,.it.. |>.iirnt protection for research and development of new and improved 
va«. c i nes . 

If om< nt the objectives of S2117 is to assure a vigorous domestic vaccine 
resource, it is important to recognize that the problem ia larger than vaccine 
injury . .imp»-nM*t ion and perhaps more importantly, that actions taken relative 
to compensation will almost certainly affect other significant problem areas. 

Aj* h.is h.-*-n pointed out in a study proposal by W. K. Mariner to the Department 
■ t Health an-1 Hien.tn Services, "There is still surprisingly little analysis of 
j fn,> li^ly "M-.tH in the United States of possible alternatives [in 

I vamne-uiiury c-nnpensat ion] , whether they would be consistent with legal 

tr i«lm>m ,m,i t > u > r.»U- of government in this country, whether they would be 
».«t*- .1 I s i <ih 1 1 v th.iti rhi* pri^sHtit sy-it«'m, whether they would compensate all 
' 5,1 ' •- ft t i r I t-i t 'm|fiis.jf i.iii, .ind whether they would promote or 

m i u.J.-r p-,s ! i he »1 1 f. M , 
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Lederle believes it is in the public interest that proposed reforms, whether 
legislative or regulatory, should be subject to such analysis before they are 
considered for passage or adoption. The Institute of Medicine of the National 
Academy ot Sciences is presently engaged in a fact-finding study which should 
contribute valuable data for such analyiia, (Lederle, among othera, has made 
a major financial contribution to support the 10M study,) 

While all vaccines may be considered preventive, the field is divided among 
several sub -categories euch as; vaccines against communicable diseases 
(childhood and/or adult); vaccines against non-communicable diseases (euch as 
tetanus); vaccines required by statute; vaccines which are optional. 

Although the problems stated above effect all vaccines to one degree or 
another, is largely restricted to those which are mandated for children 

«n.1 deals specifically with only one of the inter-related problems — that of 
run p.- tu» all on tor vaccine-related injuries. 

The following general comments concern selected provisions of S2117 and 
clearly indicate the need for further study to assure that the apparent 
solution of one vaccine problem does not exacerbate other related serious 

problems. 

i 

No n - Fx c I us i yy Remedy 

i hp Hill pr.wuips a person who allegedly receives a vaccine-related injury 
with tho option of bringing a lawnuit in the courts or to elect compensation, 
however , .luring the process oi initiating the compensation option, it is 
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possible under the Bill for a person to resort to tort law if that teems the 
Surer way to a sore favorable award. In addition, civil •. ion* may be 
brought against the Secretary of H.H.S. where there is an alleged failure -on 
his part . 

Inasmuch as the existence of a compensation system will almoa t .surel y increase 
the number of claims and the unpredictability of tort law awards will not be 
relieved under these provisions, it is more than likely that the costs for 
no-fault cases will increaae rather than be reduced. Since the probability of 
reforming state and federal liability law affecting these caaes is rather 
remote, the non-exclusive remedy provisions of S2117must be considered 
unsrcept able to the public as well as manufacturers. 



The "National Vaccine- In j ur y Compensation Trust Fund" which would be 
established under S2117 to pay claims under the Act would, in effect, merely 
create a ra i d«l leman entity between the manufacturer and its insurance 
resource. All costs would still be naid by the manufacturer through the 
surcharge levy. The surcharge would cover only that partjbf the claims 
against the manufacturer brought through the compensation scheme. Claims 
aw/ir-ied un.lt* r the allowed tort option would be handled under a second 
system - " the present one. 

As »«rat.».l .move, since it is highly probable that the existence of a 
g.«vM» ii>qt>nt i ompiMis.it ion source will increase the number of claims without 
conferring any higher level of costs predictability, it is by no means clear 
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'that the surcharge system offer* any advantage for the manufacturer or the 
public. In addition, the added coat* for administer ing the middleman "Truat 
fund'* could be substantial » 

On a more f und.'.mental level, the practice of holding manufacturers responsible 
for non- fault vac'ine injuries is baaed upon the "deep pocket" assumption* 
Pie -ecord of the substantial decrease in the number of United States vaccine 
mdfiuf acture^s , whicb includes the loss of vaccine research resources, while 
not entirely attributable to claim.), is compelling evidence that this approach 
is in appro pi i. ite tor vaccines. 

i 

In prinlufin A •■«'. cint'3 which fully conform to standards promulgated and 
enforced by the ederal government for use in iomuni cat ion programs mandated 
by »t*t»* gnvcrnn-i'tits , manufacturers are inappropriately penal . nav*n to 

bear the co*t« ■> no -fault injuries, 

f.»'«|frl»* t»Mi.'VM the n blic interest would be beut served if funding for 

v.i« x ;>m no-fault injify compensation wer». provided from general treasury funds. 

L.cyiivif ' mi Cn t»*na 

: . ■ he bill pr>>vi.|t**i for al 1 t^/Mible .iNjwct s of cnuap -and -e f f ec t ' 
.isvhi>'«» , i-i the si<iiiy v.isfi where ramjalty determinations cannot be 
i:>s • i ui I* , t »*w- j uilgrtiif nt of the asii-Hftur is subject to bias. A case in point 
• - ! h.« ; >\* . .it t .'ii, •»! Sullen Infan* Dt-ath Syn>li<jme ( S IDS ) in a three 
«•!■-■ I I Ii ih , wtt" i i s y\ ayed " pr i 1 ■ M m.'.'iiv lable v-ryin^" (the language in 
t ft:". J) wit'iin ?J h.'-irs "I DPI intnuni zar ion at age two u.mths. In spite of 
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prevailing medical opinion that there is ng casual relationship between 
immunisation and SIDS, sn assessment biased toward the petitioner could find 
such an event compensable. # 

The Bill directs the court to deny a petitioner only if it finds the injury i 
better explained by factors unrelated to the vaccine. However, such 
explanation and documentation would rarely be available in cases of SIDS, 
idiopathic epilepsy, mental retardation 1 and other diseaaes which have a 
natural occurrence rate. ' 

It seems clear that the injury assessment problems which have proven so 
troubles^' snd costly under tort law claims will be little or no less so 
under the proposed compensation system. Indeed, to the extent that the 
compensation court establishes a record of relative strictness in assessment, 

the avails ie tort option will no doubt prove increasingly popular for 
claimants. Th. non-exclusive remedy pit.ision of S 21 17 then creates a 
"Catch 22" situation which can defeat the basic purpose. of the Bill* 

i:.TOj»»*nH.it i<>n d.»n*»fit» 

'-thiTf cm b»' oo question of the morality and justice of compensating victims 
.)t v#ii» mi' injuria. A unique circumstance characterizes intnuni ifi tions 
HMpeciHlly in the case of communicable disease, *n addition Co obtaining 
p.-rs.»n.U protection, the individual undergoing immunization is performing a 

pub I I • «4< I V 1 I !• . 
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However favorable* the nak vs . benefit equation, the acceptance of that riak 
by the individual is not a personal decision, but forced upon him or her by 
law. This is, of course, entirely in the public interest, but since the 
responsibility tor the individual's risk-taking is the government's, then the 
responsibility fur the inherent and unavoidable no-fault injury which may 
result must also lie with the government • 

W*. believe that the present tort actions against against the manufacturer in 
such cases' am. the manufacturer surcharge system under S2117 are entirely 
inappropriate. It is generally recognised that the existence of this-snomaly 
has wontributec significantly to the decliue in the. number of United Stafes 
vacc. inr manufacturers . ^ 

Uh»»Hu.r thn i»«ts are borne by the manufacturer, the medical professional 
involve] or thn govi*rumrnt , it is in the public interest that adequate and 
timely coverage i available tor no-fault injuries with a minimum of 
extraneous cost • 

Hie omtprnM.it i->n benefits offered by S2117 go beyond providing the expeditious 
•_ov.-r.iK*' m( " u * l expenses 'for families when they need it most. Many of the 
brii.-fitH uf fere* M > duplicative since they are already available under 
,ximin K ctnprehensive state and i eu:: al programs. These include state and 
ftMeral ly-asststed programs for disabled and crippled children, special 
Hilucarion, vocational rehabilitation, mental health centers and others. An 
.•4.1-xui.it i..n .>t «iiu-h redundancy .ipp^ars worthwhile since the admim nt rat i ve 
.-.inly r j.nr.M hy i hr Rill's provisions would constitute a m-w cost center. 
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A significant coat problem in tort cssea it that of* legal fees. It hat bean 
estimated by Senator Katten, Chairman of Commerced Consumer Subcommittee , 
that for every six centt swarded to an injured parton in product liability 
ca«v«. nay en cent a it paid for legal expense, the dual •remedy provision of 
S2U7 aervea to perpetuate auch inequity. Similarly, it appears inappropriate 
for the Bill to provide mandatory coverage of attorney's feet for 
representation in no-fault compensation proceedings. Certainly, the 
additional attorney compensation of 251 of the entire award provided for in 

0 

the Bill must be considered excessive. 

Ad v i so r_ y_ Coram i s 3 i o n 

The composition of the proposed AWjsory Commission does not include members 
with the qualifications ncces#ary to carrv jut or oversee the broad range of 
specialised responsibilities autnorUod by the Bill. These responsibilities 
include supplies of safe and effective vaccines, implementation of the 

program . i vac c ine surcharges and research. 

4 

However, sutiicient expert* and advisory committees already exist and the 
Secretary of HHS has the authority to assign eraployeea, hire additional 
iHitnil*' experts, »»stahliBh informal committees and obtain public costueul 

relevant to the rier . - ol h»M7. 

lh»» provisions which subordinate the authority of the Secretary to that of the 
• .mini h « i.m in areas specifically included in the Secretary's responsibilities 
\ s if ill -tiwHwr instance of the unnecessary and costly redundancy imposed by 
the Bill. We believe these provisions should be amended to correct such 
■t r t i ■ t fill" 1 1* s , 

hi rh.- -Ir..fr i hr *«f S2L17, The National Childhood Vaccine-Injury Compensation 
A. t , v.- heln-ve Senator Hawkins has performed a significant service. The 

IraU ««np»»ts rn. .igtu t ion of the inter-related problems which must be 
..•m*i l-r -<f fh.it the public may be admired of a continuing and accessible 
t.jpplv .it th»- :jr»»«ent vaccines as well as of new and improved vaccines. 




274 



CONNAUCHT I . 

I Aft >KAM\ii Vm 



Congress has recognized the long-standing effort/} by the , 
fcderil government to promote childhood vaccinations against 
eoranunictble diseases and the influence of such efforts upon 
* the adoprion of applicable State legislation. Connaught 
Laboratories, Inc. agrees with and embraces the past and present: 
efforts of the federal government and supports the concept of 
compensation for childhood vaccine-related injuries. Given the 
public health need for continued vaccine availability at a 
reasonable price, a national childhood vaccine injury compensation 
.ict providing compensation for present and prospective losses 
incurred or to be incurred as a result of suffering vaccine- 
related injuries is most desirable. Such a federal system of 
com pun sat ion should recognize the national scope of the public 
heal t!i issue and the interests served by continuing vaccinations 
while providing for a unified disposition of bona fide injuries 
resulting from receipt of certain childhood vaccines. 

It ib the position of Connaught Laboratories, Inc. that ai., 
childhood vaccine injury compensation legislation should provide 
:or en exclusive remedy available to individuals injured as a 
result of receiving certain childhood vaccines. Legislation 
providing for compensation on an elective basis, that is, 
legislation permitting a choice between proceeding through the 
current tore system, or accepting compensation under the 
legislation, while providing recognition of the responsibility 
*o establish a national vaccine injury compensation program, will 
nor avoid the current adverse impact upon the continued availability 
of desirable childhood vaccinos at a reasonable price. As 
i>it rent ly written, S . 2 11 / by its terms permits an election by a 
person assumed to have suffered a vaccine-related injury to pursue 



ERLC 



275 



compensation under f he program up to (but prior) to the entry 
of proposed findings of tact and conclusions of law, or a final 
judgment on a petition lor compensation under the* program, and 
to thereafter terminate the proceedings under the program., in 
favor uf prosecution of a civil action under our current tort 
system. Thus, irrespective of the ser loudness of the injury, -3 
a claimant might weigh the value of the claim under the federal 
Compensation Act against t.ho potential value of a civil action 
ar/lsing out of the same incident. Requiring a manufacturer to 
contribute to a trust fund designed to provide compensation for 
certain childhood vaccine-related injuries while continuing to 
permit such manufacturer to be exposed to liability, in perhaps 
an amount greater than that which the frderal legislation 
would provide, would have the result of continuous Jeopardy to 
the supply of existing vaccines at a reasonable price, as well 
as providing for a chilling effect on the development of new 
vrti_v iney . 

In addition, any legislation providing for compensation of 
certain childhood vaccine-related injuries should be administered 
fr«c from applicable regulation and influence by those unfamiliar 
with thu nature of the significant public he-. 5 ch interests 
served by vaccinas and those who might he biased or prejudiced 
Ln view of some personal or financial circumstances. 

Legislation providing for compensation of certain childhood 
vuccine-rol.ited injuries should be designed to provide compen- 
sation for losses presently and prospectively incurred while 
avoiding non-men L-.irious claims and continued potential catas- 
trophic liability of health care providers and manufacturers. 
N'eitht:r heal Mi care providers nor the vaccine manufacturing 
Industry would real ls f .icai iy expect absolute immunity from any 
and all «ic: ion taken with respect to vaccines, however, to provide 
:*or federal legislation without due regard for the interests of 
ill parties involved would not be in the Uvsti iiueresi of society* 
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Senator Hawkins. We really do appreciate your coming and rep- 
resenting your company, Mr. Lyons. 

STATEMENT OF JOHN E. LYONS, PRESIDENT, MERCK SHARP & 
DOHME, DIVISION OF MERCK & CO., INC, ACCOMPANIED BY 
WILLIAM B. FREILICH, COUNSEL 

Mr. Lyons. Thank you, Senator Hawkins. 

My name is John Lyons, and I am president of Merck Sharp & 
Dohme, which is the U.S. prescription drug division of Merck & Co. 
I am honored to offer testimony before this committee today. 

Merck appreciates your strong interest in our Nation's childhood 
immunization program and welcomes the opportunity to present an 
industrial point of view concerning one very important aspect of it: 
The need for a fair and adequate compensation system for persons 
adversely affected by vaccinations in publicly funded programs. 

We have high praise for the attention being given to this issue. 
However, we believe that S. 2117, as written, does not meet the 
needs for which it is intended. Specifically, we urge that the pro- 
posed legislation be modified to provide an exclusive remedy to the 
problem it addresses. 

Merck's commitment to the development of vaccines and their 
use is a longstanding and well-recognized one. The returns to socie- 
ty on that commitment have been enormously gratifying, as vacci- 
nation has drastically lowered the toll of infectious diseases. 

During the past four decades, Merck has been fortunate to have 
participated in the development of vaccines to prevent life-threat- 
ening and debilitating diseases such as measles, mumps, rubella, 
meningitis, pneumococcal pneumonia, and hepatitis B. Currently, 
with the largest private investment in vaccine research in the 
United States, scientists in our laboratories are now working on 
vaccines against a wide range of diseases, including hepatitis A, 
chickenpox, herpes simplex 1 and 2, neonatal meningitissepticemia, 
and Epstein-Barr virus. 

While the progress toward disease prevention through vaccina-* 
tion has been meritorious, it has not been as productive as might 
have been hoped. There are several reasons for this, including the 
problems associated with liability in public health immunization 
programs. 

It is obvious that the vaccine industry in the United States is not 
as strong a resource today as it once was. Yet, the future of domes- 
tic vaccine supply depends on the continued willingness and ability 
of the pharmaceutical industry to produce adequate quantities of 
vaccine and to develop the vaccines of tomorrow. Clearly, a major 
impediment to commercial initiatives in this field is the unresolved 
public policy problem of liability in mass vaccination programs. 

As we have seen today, although most vaccines are extraordinar- 
ily safe, they can be associated with adverse reactions in a small 
percentage of the people who use them. Most of these reactions are 
minor and self-limiting, but some very rare reactions car be harm- 
ful, even fatal. 

Seldom, if ever, is anyone at fault when these unfortunate inci- 
dents occur. Yet, still, when millions of persons are vaccinated, 
some will experience adverse reaction 
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The courts have understandably sought to compensate injured 
persons. It is true that the pa'st experience of manufacturers with 
"regard to court decisions cannot justify changing the present tort 
system of compensation. However, the unpredictability of the 
future is clearly a disincentive for vaccine innovation in the United 
States. It is a major reason several manufacturers have abandoned 
the vaccine business in recent years. 

A workable vaccine compensation system should serve three ob- 
jectives beyond its primary purpose of helping the victims of ad- 
verse reactions: first, it should increase the willingness of the 
public to participate in immunization programs; second, it should 
help assure the continued willingness of physicians and other 
health care professionals to conduct immunization programs; and 
third, it should encourage manufacturers to provide vaccine not 
only for existing programs, but also to devote substantial resources 
'.o the discovery and development of new vaccines. 

To reach the first objective, a compensation system must provide 
a fair, easily accessible, and prompt remedy. The present tort 
system umounts to a lottery. It has not worked well and has result- 
ed in many pwiblems. If a compensation system promply and fairly 
compensates all injured persons for their actual losses, there is no 
need to continue the tort system alternative. A fair compensation 
system will accomplish this objective and help provide for the other 
tyvo. But truly assuring the availability of vaccines and immuniza- 
tion programs under our current system can only be accomplished 
by creating an exclusive remedy for injured vaccines. 

The existing tort system poses a number of problems, the most 
significant of which is its unpredictability. Courts in each of the 50 
-states are free to develop new rules of liability at any time and 
without prior notice. Even when the basic rules are not changed, 
the strong and understandable desire of juries and courts to com- 
pensate injured persons can lead to determinations of liability that 
are against the weight of medical evidence. Both health care pro- 
fessionals and manufacturers have, on occasion, found themselves 
liable for circumstances over which they could exercise little or no 
control. 

For example, manufacturers have been held responsible for not 
warning vaccinees or their parents or guardians of all risks in- 
volved in receiving a vaccine, even though the vaccination program 
was controlled and run by public health officials. Confronted with 
this unpredictability, manufacturers and health professionals 
cannot accurately estimate their risks nor plan their insurance re- 
quirements. 

The tort .system also offers little protection against groundless or 
trivial claims filed for their nuisance or settlement value. Such 
cases often generate substantial legal costs that can multiply to sig- 
nificant proportions if the program is highly publicized such as oc- 
curred with swine flu in 197f). 

In conclusion, we would like to leave you with two principal 
thoughts. First, a dual compensation system that offers a choice of 
either going to the tort or to the no-fault concept does not alleviate 
the problems I have cited. There is, however, a place for the tort 
system in a compensation program. 
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For example, when a manufacturer fails to produce a vaccine in 
accordance with Government standards or a health care provider 
fails to administer the vaccine in accordance with medical stand- 
ards, the tort system should be open for an injured party to recov- 
er. But; to accomplish the objectives of fair compensation, the tort 
system should be eliminated from any other type of action. There- 
fore, our second conclusion is that only a compensation system em- 
bracing the concepts of no-fault and exclusive remedy can provide 
the basis for truly fair and workable legislation. 

There is no easy solution to the vaccine liability problem, but we 
believe some action must be taken by the Government to avert im- 
pediments to future immunization efforts. With the changes we 
have suggested, S. 2117 could be a very productive step in the di- 
rection of disease prevention. 

Thank you, Senator. 

Senator Hawkins. Thank you very much, Mr. Lyons. 
Mr. Eaton, may we hear from you? 

STATEMENT OF KENNETH L. EATON, INTERGOVERNMENTAL OF- 
FICKR, MICHIGAN DEPARTMENT OF PUBLIC HEALTH, ACCOM- 
I'ANIED BY VINCENT J. LEONE, ASSISTANT ATTORNEY GENER- 
AL, STATE OF MICHIGAN 
Mr. Eaton. Thank you, Senator Hawkins. 

May we add to the very justifiable commendations you have been 
receiving for ycur excellent leadership in this issue. It is one that 
has been neglected for far too long, and we wish to offer our contin- 
ued interest and cooperation. . 

The Michigan Department of Public Health is involved in this 
from several different points of view, some of them potentially con- 
flicting. On the one hand, we are involved as a manufacturer ot 
vaccines We are also involved in protecting the public health. As 
you have heard today, there are different seta of problems on both 
sides of that issue. , . . 

We are also involved in intensive research and development 
about vaccine improvements and have been involved in biologies 
and the development of vaccines for several years. 

Rather than to add to the already excellent testimony you have 
received- from scientific experts and others about the medical and 
scientific issues, we have chosen to emphasize our point of view as 
public policy entities and to discuss with you some of the problems 
we have faced and how we feel your legislation can benefit us. 

We are, as you mentioned, one of only two Government agencies 
directly involved in the production of vaccines. This makes u s i per- 
haps more acutely aware than many health departments might be 
of the need for a publicly coordinated compensation system which 
will encourage the production of vaccines by providing for the care 
of those few who are unavoidably injured by adverse reactions. 

It is our concern for vaccine-injured children as well as for chil- 
dren who may suffer a communicable disease due to the potential 
unavailability of vaccine which leads us to support your proposed 
legislation in Senate bill 2117. 

We are currently involved, unavoidably, in a number ot lawsuits 
because of our production of vaccines. Frankly, a tempting solution 
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to thin potential liability on the part of the Government which 
deals not only with the economic pressures it brings, but with the 
political implications it brings, is to consider joining the ranks of 
other former vaccine producers and cease production of vaccines to 
protect ourselves. We resist and dislike this solution because of our 
dedication to protecting children against communicable disease, 
but we must .acknowledge that the increasing pressure of escalat- 
ing costs and a heavy volume of litigation may force us in the fore- 
seeable future to discontinue this operation or seriously consider 
such action. 

However, in the meantime, and still as public health advocates, 
we continue to produce over a million doses if DPT vaccine a year, 
despite the increasing complications related to several lawsuits. 

\s the committee has heard and reported on several different oc- 
casions, we all acknowledge the very important role that vaccines 
play in controlling and eradicating many diseases, and yet, on the 
other hand, we also understand that there seems to be a predict- 
able small nuniber^of adverse reactions which can be very serious. 

We are involved in research and development activities and do 
anticipate in the future some improvements in these vaccines, but 
it is important to know that unavoidable injury to children will 
remain with us for some time. Advances do not seem on the offing 
in the extremely near future. I won't go into details. If we can be 
helpful to the committee in providing any information about the 
research that we are conducting or other activities, please be as- 
sured that we will be happy to provide that, but have not chosen to 
take your time today; I know yoli are running short. 

We do have some reservations and some concerns about the legis- 
lation which Mr. Leone and I would like to mention to you. Howev- 
er, I would like to make the point that as a new framework for a 
system of restitution to vaccine-injured children, this bill is far, far 
superior to the only other avenue currently available, and that is 
lawsuits and this court system which you have heard so much 
about. 

I would like to ask Mr. Leone to make some brief remarks about 
what we face in that respect, and then I have a few concluding sug- 
gestions. 

Senator Hawkins. Thank you, Mr. Eaton. 
Mr. I^eoneV 

Mr. Lkonk. Senator, my name is Vincent Leone. I am assistant 
attorney general for the State of Michigan. 

I think M r . Eaton has indicated that the Michigan Department 
of Puhlic Health is a unique position on this issue, both as public 
health administrators and as producer of vaccines for over 50 
years 

I am here today not only as a public health advocate and as a 
lawyer defending the Michigan Department of Public Health in a 
number of lawsuits, but as the father of two boys. I think the most 
saddening aspect of my work is listening to a mother's anguish 
when her child's condition, her second-grader s condition, prevents 
him from even finding thp bathroom in the school and even know- 
ing where he is once he searches for it. 



2 Si 



280 

In all candor, in the cases that I have been involved in and in 
case studies that I have read about, I firmly believe that very, very 
few children have been injured by vaccine. 

I even think under this no-fault system, which would eliminate 
the issue of negligence and perhaps lessen the burden of causation, 
that very few children would qualify under the system. 

I still support the bill, and the department of public health sup- 
ports the bill, because I think it would promote the reliable vaccine 
supply, which is the greatest concern to health officials. It would 
also provide a quicker and more straightforward way for parents 
with injured children to learn whether their children are hurt by 
an act of man or an act of God. 

I think the written comments that have been submitted to your 
committee outline the problems that the department has with the 
tort liability system and what the department's role and rights 
should be under a no-fault system, so I won't reiterate those at this 
time. 

However, I think it should be said that the specter of lawsuits, 
and even the existence of a no-fault system, may suggest to mil- 
lions of parents out there that there are problems with the vaccine. 
I think perhaps we have greater problems with the tort liability 
system. We have such problems with that that we developed a 
workmen's compensation system decades ago. Many States have 
no-fault car insurance statutes. 

Frankly, I believe that the health of our children, the health of 
the public in general, is too important to be left solely to attorneys. 

With the few reservations that we have indicated in our written 
comments and any that you care to address to me today, the Michi- 
gan Department of Public Health supports the bill. 

Thank you. 

Mr. Eaton. We would like to make one or two suggestions, bena^ 
tor. Mr. Leone indicated a few of his reservations. 

We do have some concerns about some of the recordkeeping re- 
quirements, not in opposition to the need for information, but, for 
example, in mass immunization settings meeting the requirement 
or assuring that requirements are met to place information in each 
individual^ permanent medical record will be very difficult. In 
some occasions in mass immunization settings it may even be im- 
possible to insure. Sometimes there are no permanent records 
available to us. 

We would like, also, to raise a question about the wisdom of im- 
posing a surcharge of any amount on vaccines to finance the com-- 
pensation program. Since many of the vaccines encompassed by 
this bill are going to be obtained by the States with public funds, 
much of that Federal grant funds, a surcharge on the vaccines will 
simply raise the price yhich the Federal Government must pay 
through grants to the States in order to meet the public need. For 
those who privately pay for their vaccines, there reaily is little op- 
portunity to shop for less expensive vaccine, and perhaps there is 
no equity in being required to pay a higher price for a vaccine 
which has caused a no-fault injury in the past. 

With the precipitous decline in private manufacturers of vac- 
cines, one might even wonder whether some of the manufacturers 
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would even object to its product being priced out of the market. We 
have seen many leave the market for a similar reason. 

As for a department such as ours, we have a question as to how a 
surcharge would be imposed on its vaccine which is produced at 
the expense already of the Michigan treasury and distributed to its 
citizens free of charge. It is difficult for us to conceptualize an 
equity in paying a surcharge again to the national compensation 
tund with that respect. 

We will be happy to work with you in terms of alternatives. You 
have received several suggestions in other testimony'. 

With these few reservations, we support S. 2117. It clearly is an 
innovative effort to provide just compensation for vaccine-injured 
individuals. We hope it will be at least one good step in encourag- 
ing the production of vaccines to control communicable disease and 
thereby promote public health, which is a big, big priority to us. 

We offer our continued cooperation and assistance, and again 
wish to thank you for your leadership, 

(The joint prepared statement of Mr. Eaton and Mr. Leone fol- 
lows | 
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The Michigan Department of Public Health (MDPH) is the 
agency in the State of Michigan responsible for the protection 
and promotion of the public health of the citizens of Michigan. 
MDPH has been a recognized leadejjg'in the identification and 
eradication of communicable diseases due principally to its 
ongoing commitment to a state laboratory for 1 the development of 
vaccines and other biologies for distribution within Michigan. 
With over 100 years of public health experience, and as one of 
only two government agencies directly involved in the production 
of vaccines, MDPH is uniquely aware of the need for a publicly 
coordinated compensation system which will encourage the produc- 
tion or vaccines by providing for the care of those few who are 
unavoidably iniured by these vaccines. It" is this concern for 
vaccine-injured children, as well as any children who may suffer 
a communicable disease due to the unavailability of a vaccine, 

\which loads MDPH to support Sencte Bill 2117, entitled "The 
National Childhood Vaccine Injury Compensation Act". 

MDPH is currently involved in a number of lawsuits 
because of its production of vaccines. An easy, but shortsighted 
solution to this potential liability is to join the ranks of 
other tormer vaccine producers and cease production. However, 

ML) HI ff;irs that such an action will jeopardize its ability to 
ensure that hundreds of thousands of children are provided with 

protection against communicable diseases each year. Thus, as 

public health advocates, MDPH continues to produce over a million 
• )He * >f r;TP vaccme a year, despite this ever increasing exposure 

to lawsuits. 
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Unfortunately, as all recognize, the protection pro- 
vided by these vaccines.has its drawbacks. Some children are 
injured by the vaccine itself. Despite anticipated improvements 
in these vaccines, the potential for unavoidable injury to children 
will remain for some' time. Senate Bill 2117 will provide an 

a 

equitable system for identifying and ^providing for the care of 

children injured by vaccines. This is not to say that MDPH 

supports this bill without reservations. However, as a new 

framework for a system of restitution to vaccine-injured children, 

this bill s far superior to the only other avenue currently 

t 

available — a lawsuit. 

% The current method for seeking redress of injuries \by 
the institution of a tort action in the courts is unworkable for 
both the producer and ultimate user of these vaccines. First, 
since virtually all recipients of the vaccine are children, the 
time period for bringing an action in the courts is often as long 
as two decades. This prevents the vaccine producer from having 
any realistic estimate of its potential liability or enable it to 
modify its activity in a timely fashion to improve its operations. 
For the child, this may mean that his/her lawsuit is not pursued 
expeditiously; and as the facts surrounding the inoculation 
become more remote with time, the costs of litigation increase. 

Secondly, the traditional principals for maintaining a 
tort action may be subordinated to the greater social issue of 
the protection of the public against the spread of communicable 
diseases. Under this country's jurisprudence, a maker of a 
product generally has a duty to provide a safe reliable product 
to the ultimate user. If the producer does not believe it can 
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clearly meet this duty, tt Will often cease production. However, 
these vaccines must be produced in order to control communicable 
diseases notwithstanding the recognized risk involved in their 

♦ use. Thus, in the face of this higher social goal, the courts 

may be more willing to require that compensation be paid by a 

m vaccine producer, who is not negligent, for a vaccine which 

nonetheless unavoidably injured a child, 

A private manufacturer theoretically absolves itself 
from responsibility for a vaccine-injured child if it did not 
negligently manufacture the vaccine, and it provided the accepted 
warnings against contraindications or the potential for adverse 
reactions. To the injured child needing compensation in order to 
effectively operate in society, this is of little consolation. 
Yet, the further the court system strays from traditional notions 
of liability of a producer to its customers for the sake of a 
higher social goal, the greater the risk that the few remaining 

i private manufacturers of vaccines will abandon this already 

unattractive endeavor. 

Finally, it should not be forgotten that the traditional 
tort system is an adversarial process. Opposing sides argued the 
merits of their case with the hoped for result that the truth 
will prevail. In vaccine suits, external factors may tilt this 
balance to the advantage of one party. For example, since children 
are often Less than a year old when they receive their inoculation, 
almost any malady that the child experiences throughout his/her 
Life can be arguably attributed to the vaccine. Vet, many 
genetic or idiopathic conditions do not become apparent until a 
chili i*s older . 
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On the othor hand, few of the reactions to these vaccines 
are easily identifiable or can be shown to be exclusively caused 
by the vaccines. Thus, childr^who cannot produce a documented 
history of inoculations, immediate identifiable reactions,* and 
major injuries may be unable to seek recourse through the tort 
system. 

MDPH's involvement in vaccine lawsuits places it in the 
uncomfortable position of pursuing both its constitutional mandate 
to promote the public health by identifying those suffering from 
health-related problems while concurrently protecting the public 
treasury from meritless claims. Vet, the position of private 
manufacturers is no less comforting as they are expected to meet 
the nation's demand for improved vaccines with fewer and fewer 
adverse reactions under an adversary legal system which by right 
challenges" every initiative taken by them. Can a meaningful 
dialogue take place between all concerned parties on the relative 
benefits and risks of altering vaccine immunization policy when 
this public health issue has serious ramifications on the finan- 
cial liability of the participants? 

The adverse impact of the *t system on these public 
health issues has convinced MDPH that the better route for all 
parties is the ^o-fault compensation system proposed by HB 2117. 
Public health concerns would be best served if the new system was 
the exclusive remedy. However, MDPH believes that those truly 
injured by vaccines are not seeking a windfall from their tragedy 
and will opt tor the certainty and timeliness of relief under 
this equitable compensation system over the vagaries of the tort 
liability route. 
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MDPH does have reservations about certain aspects of 

the bill as now written, which it balieves should be revised or 

t * 

clarified. One concern is over the costs and responsibility of 

the extensive recording requirements provided for by the bill. 

though such requirements are helpful in processing the claims of 

•those few who are injured, the responsibility for ensuring that 

the required information is placed in each individual's permanent 

medical record will be burdensome, if riot impossible, especially 

« 

in the mass immunization setting. 

A second concern is for the rights of the producers of 
vaccines in the compensation process. Though MDPH does not 
propose an adversary system, it suggests that a vaccine producer 
should have the right to submit information which, in the words 
of the bill, better explains the cause of the illness or event 
unrelated to the administration of the vaccine. A vaccine 
producer is an interested party in this process since the federal 
government obtains a subrogated right to sue it for negligence 
and raise its vaccine surcharge upon an award of compensation 
under a no-fault system. Furthermore, if vaccine production is 
to be encouraged as envisioned by this bill, the subrogation or 
a public plaintiff, the federal government, for a private one, 
the injured party, should not. occur except where it appears that 
there has been a clear case of negligence on the part of the 
producer . 

MDPH questions the propriety of imposing a surcharge of 
any amount on vaccines. Since many of tne vaccines encompassed 
by this bill will be obtained by states through federal grants, a 
suroh.ir jo on the vaccines will simply raise the price which the 
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federal government must pay in order to meet public need. For 
those who pay privately for their vaccine, there is little oppor- 
tunity to shop for a less expensive vaccine or any equity in 
being required to pay a higher price for a vaccine which has 
caused "no-fault" injuries in the past, with the precipitous 
decline in private manufacturers of vaccines, it is/tfebatable 
whether a manufacturer would even object to its product being 
priced out of the market. As for MDPH itself, the question 
remains as to how a surcharge would be imposed on its vaccine 
which is produced at the expense of the Michigan Treasury and 
distributed to its citizens free of charge. 

Finally, MDPH cannot entirely accept the vaccine injury 
table as written, and would like the opportunity to provide imput 
on the determination of recognized reactions and the timer period 
within which' the reactions are to occur for compensation to be 
provided to a petitioner. 

In conclusion, with these few reservations, MDPH supports 
House Bill 2117, the National Childhood Vaccine Injury Compensation 
Act, as an innovative effort to provide just compensation to 
vaccine-injured individuals, to encourage the production of 
vaccines to control communicable diseases, and to thereby promote 
public health. 
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Senator Hawkins. Thank you for your being so helpful 
I like to tell everyone that I brought my attorney and my doctor 
with me, too. Robin Rushton and Dr. David Sundwall are watching 
over me with great care. 

Your department, Mr. Eaton, of health and biologies is only one 
of two State governmental agencies, as I understand it, that is in- 
volved in the production of vaccines. What prompted your agency 
to get in this area? 
* Mr. Eaton. It is historic, Madam Chairman. It was basically the 
essence of our health department's efforts when it began. As Mr. 
Leone said, I think it has been about 40 years since we have been 
in this. 

Our initiative was spurred by a need to be directly responsive to 
the immunization needs of our own population. We hadTa setting 
within our legislature that was conducive to our responding imme- 
diately to it, and from that point it has been somewhat of a tradi- 
tion of our department. 

Mr. Leone has also been digging deeply into the history because 
of his involvement with our lawsuits and may wish to add some- 
thing to that. 

Mr. Leone. I cair just say, Senator, that Dr. Prokindrick and Dr. 
Elderling from the Michigan Department of Public Health devel- 
oped the first effective pertussis vaccine back in the 1930's and 
tested it in Grand Rapias, where it had the highest incidence of 
pertussis in the world at the time. 

That is a problem that I think some of the other participants in 
this meeting have touched upon. When you have something that is 
so highly successful, the ability to improve it, especially under a 
tort liability system that challenges every change you make, be- 
comes very difficult. 

Senator Hawkins. Are you aware of the Japanese vaccine for 
pertussis? 

Mr. Eaton. I am not personally familiar with it, Ma'am, no. 
Senator Hawkins. I believe you recently received an NIH grant 
to enter research for a safer vaccine. Is that correct? 
Mr. Eaton. Yes, Ma'am, we did. 

Senator Hawkins. Was the grant adequate to cover your costs? 

Mr. Eaton. Probably not. Most of them don't. 

We are just beginning that work. The grant was awarded within 
the past few months. We do hope that it can make a contribution 
to improved vaccines and are optimistic that it can, but I would 
again point out that that is slow work. It is difficult and tedious 
work to do. 

We would be more than pleased to keep the committee informed 
about our progress and provide you with information as to what 
specifically we are attempting to accomplish. 

Senator Hawkins. Thank you. 

Does the department of health and biologies charge for DPT 
dosage? 
Mr. Leone. Nothing. 

Mr. Eaton. We don't. We don't charge unless, for some reason, 
an out-of-State agency finds itself short of the vaccine and asks us 
to provide it. We don t make an effort to do that, but we do try, to 
keep a sufficient stock so that we can occasionally respond to that, 
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Then we do ask them to pay what we call costs. I am not really 
sure what it is. We are not even sure what it costs us to produce a 
dose of that vaccine, but we distribute it within the State free of 
charge. 

Senator Hawkins. Outside of the State do you make a profit? 

Mr. Eaton. No, we wouldn't make a profit. We would try to esti- 
mate what it costs us to produce it and ask them to meet that cost 
as reimbursement. 

Senator Hawkins. I know that Michigan, like every other State, 
must be trying to reduce its cost of government. Is your vaccine 
program in any danger? 

Mr. Eaton. I would say so. We have not entered into highly 
formal discussions with the legislature about the prospect of discon- 
tinuing or cutting back on the operation, but it is becoming in- 
creasingly difficult for us to face the prospect of the added cost for 
continued improvements and updating of our laboratory, and there 
are, as you might understand, several who would question the need 
for the use of public funds in the State of Michigan to produce vac- 
cines which many people think are commonly produced and will 
dependably be produced in the future by private manufacturers. So 
it is an annual discussion that we have incessantly, and each year 
we feel a greater vulnerability to our capacity to defend the propri- 
ety of continued public expenditures for this purpose. It is going to 
become a more difficult problem, we predict. 

Senator Hawkins. Thank you. 

Mr. Lyons, what is the status of future vaccines being developed 
by Merck? 

Mr. Lyons. As I pointed out in my testimony, we are currently 

working now on hepatitis A vaccine, herpes simplex 1 and 2 

Senator Hawkins. Chickenpox? 

Mr. Lyons. Chickenpox, the varicella vaccine. There is a vaccine 
that we have been working on since about 1962, and we have just 
completed its first use in a large clinical trial. It probably won't be 
available for another 2 or 3 years. That additional development 
time could be rather long. 

Senator Hawkins. Do you have a history of upgrading your mea- 
sles vaccine? 

Mr. Lyons. Yes, we do. Our vaccine research and development is 
directed not only toward vaccines to protect against diseases for 
which no other vaccine is available, but also current vaccines. The 
first measles vaccine that we produced was in 1963. That was a 
product that required the coadministration of gamma globulin be- 
cause of a high incidence of reactogenicity. We improved that and 
cane out with another vaccine in 1969. Since that time, we have 
improved it further. We also just came out with a new pneumocco- 
cal vaccine. The original vaccine was a 14-valent vaccine, and we 
just came out with a 23-valent vaccine. Vaccine R&D is an ongoing 
process. 

Senator Hawkins. We really want to praise you as a committee 
for coming today and helping us with this record. We may not 
agree on every point and paragraph of S. 2117, but I believe we all 
agree on the need to modify the current method of compensating 
children for injuries. I think these children have an urgent need 
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and deserve simple justice quickly. That is not always the role of 
Government, to move very rapidly 

We really appreciate your willingness to be with us today, all of 
the witnesses who participated in the development of the record. I 
would like to prais6 the two vaccine manufacturers who came here 
today. I urge you to continue to upgrade your vaccines and contin- 
ue research on safer vaccines. I think that is probably the bottom 
line that we have here as a mission for the future and as we look 
at the past. We have to resolve how we address the solution to 
those problems of the past. 

[Additional material supplied for the record follows:] 
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U.S. Department of Justice 



Office of Legislative and Intergovernmental Affairs 



Office of the A i shunt Attorney GeneriJ 



Wathfngion. D C 205 JO 



1 i M .30*1 



Honorable Orrln G. Hatch 
Chairman 

Labor and Human Resources Committee 
United States Senate 
Washington, D.C. 20510 

Dear Mr. Chairman: 

This letter Is In response to your reouest for the views of 
the Department of Justice on S. 2117, the ''National Childhood 
Vaccine-Injury Compensation Act." For the reasons- set forth 
below, the Department of Justice recommends against enactment of 
this legislation. 

S. 2117 would create a federal program to compensate persons 
suffering certain injuries occurring after the administration of 
specified childhood vaccines* We oppose the bill because, at 
bottom, no special Justification has been proffered necessitating 
an entirely new set of Judicial procedures supplementing existing 
remedies provided by law* In addition, specific provisions of 
the bill, summarized below, are objectionable* 

Ube bill would supplement, but not replace, the existing 
tort system of determining liability* Under Section 2111(b), an 
individual would have a choice of suing in tort or seeking compen- 
sation under the statutory program but could not seek recovery in 
tort after a decision under the program* The extraordinary provi- 
sion of a choice of remedies with respect to injuries allegedly 
incident to childhood vaccines but not other Injuries compensable 
through tort litigation can only lead to confusion and duplicative 
litigation* Since existing tort remedies remain available, until 
a decision is made or Judgment is entered under the program, see 
Section 2111(c), the bill could permit resuLts inconsistent with 
those achieved after a full trial on the issues. We do not per- 
ceive any reason for giving litigants "two bites at the apple. 11 

Also, while the very detailed provisions of the bill may be 
viewed as an attempt to narrow the issues in dispute, our exper- 
ience in the courts, Including experience gained under the Swine 
Flu Program of 1976 (P.L. 94-380), indicatec that the nature of 
Illnesses and the date of first onset of symptoms of the Illnesses 
would be hotly contested in many instances. The bill would deter- 
mine compensation based on the nature of the illnesses and date 
of onset of symptoms. Thus, the detailed provisions of the bill 
are not likely to achieve their apparent purpose of limiting 
disputes before the courts. 
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It the bill wore acceptable in principle, many of the 
specific provisions would require amendment. For instance) 

1. section 2113(d)(1) contemplates proceedings betore 
magistrates or special masters. There is no- reason why judges 
should not exercise their judicial function in these proceedings 
as in any other judicial proceedings seeking recoveries for 
personal injuries. . 

The bill does provide that special masters or magistrates 
shall not "exercise the ultimate judicial responsibility, which 
shall be retained by the court, - Section 2113(d)(1), and that a 
petitioner can seek a de novo determination by the court it he 
is dissatisfied with the magistrate or special master's findings 
or conclusions and that the court may review the rulings on its 
own motion. The duplicative proceedings permitted by the bill 
are quite unlike magistrates 1 proceedings authorized under 2B 
u.S.C. S 636(c), bocause the petitioner is compelled to consent 
to trial before a magistrate in the Mrst instance and because 
the magistrate's determination is not binding on the petitioner 
or the court. Further, the respondent should have the same 
right to appeal an arguably erroneous magistrate's determination 
to a district court as does tne petitioner. 

2. The bill contemplates ex parte proceedings, section 
2113(b)(i). In the context of this legislation, the nature of 
those proceedings is vague. As drafted, the bill may turn out 
to bi unworkable administratively? in any event, a full hearing 
woulu be important to permit fair determinations of the factual 
issues in these proceedings. ' 

3. section 2113(f)(1) states that a decision to provide 
compensation shall constitute an obligation of the United states 
and shall be backed by the full faith and credit of the United 
States. This obviously is intended to permit the general treasury 
to be reached rather than merely limit recoveries to the trust 
fund created by the bill. If this were otherwise deemed desirable 
it is not clear what effect the chosen language would have on 
payments. 
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Sincerely, 

'Sic ' a. UcCwmel 

Robert A. McConnell 
Assistant Attorney General 
Office of Legislative and 
Intergovernmental Affairs 
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SENATOR HAWKINS', SENATOR HATCH, COMMITTEE MEMBERS! 



I am pleased vo honor your request to contribute to the diverse 
, collection of^ views' on S. 2117, The National Childhood" Vaccine Injury 
Act, with this written testimnv for thf heading record. 

As the mother of Scott Grant who will have his 23rd. birthday 
ope month frorr^ tomorrow, the statements that follow are a reflection 
of my husband Jim and my .-views as we perceive S. 2117, based upon our 
past 23 years of personal experience. Not only from providing Scott 
with round the clock care ever singe he became incapacitated from 
. the severe brain damage inflicted upon him by Parke Davis 1 DPT vaccine 
at ^ months of age ... but from at least 10 years of litigation, which 
involved more encounters with unscrupulous maneuvering by top vaccine 
officials within the' govenmental vaccine regulatory agency and this 
pharmaceutical company than anything else. 

As desperately as we need compensation for Scott's permanently 
disabled condition, we cannot permit this to eliminate our moral 
obligations and commitment to continue to expose the whole truth 
about DPT and exercise everything within our power to prevent any 
more children from being maimed and killed from its use. And it is 
for this precise reason ... as well irvtended as ?.l 17 mey be •• 
we find it impossible :o support it in its present state. This is 
of great disappointment and we deeply regret after waiting 2 long 
years for the creation cf this crucially needed legislation, that 
it is necessary for us to take this stand. What is most heartbreaking 
is the hundreds, perhaps thousands of additional vaccine damaged 
children that may have resulted by the continued use of this 
admittedly dirty-imperfect vaccine over the additional 2 year period. 
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Not to mention how may more years it will be forced upon our 
innocent children while the political game-playing continues. 

Because of S. 21t7's> extreme length and ambiguous language, 
time nor apace will permit comment on its entirety ... and the 
following reflects just a Tew of the flaws in this bill as we 
perceive it . • f • 

••• &rs&.«s awns sus^fitfi ksst 

with the" manufacturers' psst well established deceptive ™putat- 
Uotl, this permits them to continue to hurt children right end 
left. One might say, instesd of the, present vaccine hurting 
. > 5,000 children eech yeer ... it will be acceptable if*. 99 ' 
• git hurt with a different ... but not truly SAFE vaccine. It is 
our firm position thst unless manufacturers sre absolutely 
forced to full eccoun lability , they will never substantially 
mjrove this v.ccine. Full'.ccount.bility, include, snoblig.tion 
to cerry sdequete msl-prsctice insurance with the premiums paia 
,fully out of their own pockets, not the taxpayers'. Then, snd 
only then, will they, rapidly find a way to produce a SHI vaccine. 

... With the assumption this bill adequately provides a mandate for 
«li health care providers to report all adverse reactions} Again, 
with their pa" deputation in this regard we are NOT convinced 
?he5 -ill carry though with this responsibility, unless, s hsavy 
and firm legal penalty for their noncompliance is enforced. 

... At the verv least, the title of a "NO-FAULT" compensation system 
is i£ insult and painfully offending to the vaccine victims and 
their families, who certainly do not need sslt poured into their 
ojen wounds, by a title, that absolves the very ones who hurt them. 

... The speciel msster or magistrate shall be an attorney ... he will 
have the powejr to accept or reject eny petition ... there is 
nothing that qualif ies P him to make such daterminetionby 0 ^^ich 
and he 8 could conceivebly deny most cleima . .. the l m P ac £ e °* t w ^$ n 
would permit the same 50 yeer old lies ... that severe reactions 
are indeed very rare. 
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Wilma Gundy 
5923 Urban Court 
Arvada, Colorado 60004 
303-422-0598 



April 18, 1984 



Senator Paula Hawkins and Committee Members: 

As a victim of the swine flu vaccine, I welcome thii. opportunity 
to share written testimony with you on S, 2117, the National 
Chi Id hood Vaccine- Injury Compensation Act of 1984 . 

I am one of 46,000,000 Americans who heeded the government's 
promotional program to stop the chain of contagion o. ? a "killer" 
disease in 1976 and was vaccinated for swine flu on November 26, 
1976. Three weeks later, my feet, legs, arms, hands and the left 
side of my face and tongue began co turn numb. I felt as if I had 
been injected with novocaine. Besides the numbness, I felt 
extremely exhausted and weak. j 

I spent the next three and one-half years going., frcm doctor to 
doctor and submitting to test after test before my illness was' 
diagnosed in 1980 by Dr. Charles Poser as "sensory" Guil lain-Barre ' " 
syndrome {GBS) . There are, I've since learned, two types of GBS; 
the acute form in which the victim becomes paralyzed and, the 
sensory form In which the victim suffers sensory loss, weakness, 
fatigability and shakiness. A large percentage of victims with 
paralytic GBS recover; many victims of sensory GBS do not. The 
damage to the peripheral nervous system does not heal. It is the 
opinion of Or. Poser that the. damage I have suffered is permanent 
and that I will not recover. 

Although I am able to do only one-half of what I did prior to 
taking the vaccination, I feel I am among the "fortunate" victims 
of swine flu vaccine. Many others are paralyzed, have lost the 
use of their hand3, or suffer some other severe disability. My 
life Dhilosophy embraces a commitment to helping others. Not 
'just for my own sake, but in the hope I might be able to help 
these other victims who are severely handicapped, I have devoted 
many hours over a period of several years to researching exhibits 
developed by the National Steering Committee for Swine Flu Plaintiffs, 
medical articles, and the claims and lawsuits of other swine flu 
victims. It is with this background of personal experience, 
research, and commitment that I volunteered to testify before 
your committee. 

Foremost, I want to commend you, Senator Hawkins and members of the 
Labor and Human Resources Committee, for soonsoring this legislation, 
and for the hours and hours df study, writing, and discussion which 
have resulted in 5. 2117. A national compensation bill for vaccine 
victims is acutely needed. There are several commendable features 
of S. 2117, but -space does not permit me to talk about them. 
Rather, I shall direct my comments on several points which I 
bellow should be elaborated or changed. 
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First, I shall elaborate on why I agree that pursing compensation 
for vaccine injury through the courts is unsatisfactory, In 
1978, under provisions of the Swine Flu Act, I filed a routine 
claim requesting compensation for my madical expenses and for 
the hundreds' of days of work I'd lost. After my claim was 
technically oenied because the Justice Department ignored it, 
I filed a lawsuit. 

At my trial in June, 1960, two neurologists testified I have 
Guillain-Barre syndrome? five doctors testified my illness is 
due to the swine flu vaccination, and four different objective 
tests supported that opinion. The Justice Department called 
one witness: Dr. James Austin of the Department of Neurology 
at the University of Colorado Medical Center who testified he 
"did not know what Mrs. Gundy's disease is, but whatever it is, 
it Is not due to the swine flu shot." My suit, heard in the 10th 
Judicial District before Judge Sherman Finesilver, was denied. 
I appealed the decisions, and after three years of waiting, the 
appeal was also denied. 

Judge Finesilver' s opinion in my suit set a nationwide precedent 
to deny liability unless the victim developed psralytic GBS 
within ten weeks of taking the inoculation. I have *|" r * 
other victims who, like me, had a "preponderance of the evidence 
on their side in their trial, but whose suit was denied. 

In the introduction to S. 2117, Senator Hawkins comments that 
"Our legal claims system is a slow, expensive, and uncertain 
process. H Slow? Indeed. It has now been 7-1/2 years since I 
first became ill. Not only have I received no compensation to 
date, but through the judicial Torts process , I fever shall. 
Expensive? Yes. To date, expenses incurred in fy lawsuit against 
the Government is slightly over $17,000. Uncertain? No. I jay 
not uncertain, because the pursuit cf justice for swine v «* ine 
victims has proved quite certain: any claim or lawsuit that does 
not fall within" the Government's established guidelines of 
paralytic GBS develooed 'within ten weeks, or prior to January Ji, 
1977, will not be compensated. 




lawsuits. Of the suits filed, many have been droned °£ f^tled 
out of court for a small percentage of damages asked. Nationwide, 
of suits which have gone to trial to date, plaintiffs have won 
21, the Government 110 - a ratio of 1 in S.5 The <* ver ""*"' ha " 
appealed almost all of the suits it lost arid has won on appeal. 
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Thcs 10-week cutoff date after which liability is denied was 
established by a study conducted by Or. Lawrence Sdhonberger for 
CDC. n This cutoff period has been the issue of numerous lawsuits. 
The smoldering" theory of the etiology of GBS is held by many 
neurologists. They theorize that either the victim develops a 

smoldering" case of GBS from the vaccine which is then precipi- 
tatod by a virus or infection, or the vaccination affects the immune 
astern, -making tho victim susceptible to catching the disease. 
Thus, a vaccinae may develop GBS weeks or months after the 
vaccination. For medical doc .mentation on tnis point, I refer 
yon to "Late Onset of Guillain-Barre' Syndrome" by Charles M. 
Pooor and Peter 0. Behan in Journal of Weuro immunology . 3, (1982) 
27-41. Hence, the timeline given Tor occurrences of a reaction 
to a vaccine is NOT long enough. 

I call this to your attention because GBS may result from other 
types of vaccines, not ju3t influenza. Moreover, some doctors 
speculate that other types of autoimmune diseases, evolving over 
a long period of time and in a manner similar to that described 
for GBS in the proceeding paragraph, may result from vaccinations, 

A second item in &. 2117 which concerns me is that I read time after 
time in the list of covered injuries the word "acute." In my own 
experience, injury from a vaccine may be insidious, and greater 
recognition noeds to be given to this point. I was never "acutely" 
'ill. At no time was I paralyzed, unconscious, suffering from 
seizures, high fever, or pain. Yet, I suffer considerable disabili- 
ty because of the residual damage to my nervous system, which 
causes me to tire very easily to the point where I cannot function. 
I urge greater emphasis on chronic illness, and on sensory impair- 
ment or loss which may result from inoculations. 

A £!LL£i aroa in which I am uneasy about the provisions of S. 2117 
is to absolve drug manufacturers of liability for the vaccine they 
produce. I understand your concern about the dramatic increase in 
the cost of vaccine, but I question enacting a law that allows 
drug manufacturers to make and distribute a vaccine without any 
liability for its safety. That, in my opinion, is one reason why 
so much-of the swine flu vaccine was shot into peoDle ' s arms with- 
out adequate testing and without proper safeguards' for its purity. 
If t recall correctly, one provision of the Swine Flu Act was 
that the Government could sue the vaccine manufacturer if they 
bolievud tho vaccine was defective. Proof that swine flu vaccine 
caused GBS was provided by experiments conducted in 1979-80 by 
Dr. T. M. Phillips and' Dr. Edward Eylar. Monkeys inoculated i r - 

with P-2 protein from the vaccine developed Experimental Al lergic 
(KAN) , thf animal equivalent of GBS. Yet, to my knowledge, the 
qovernment has sued no drug manufacturer. 
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Fo urth , I am concerned that claims by petitioners will be decided 
Cy the United States District Court for the District of Columbia. 
This arrangement, it seems to me, has the same potential for 
pol iticalization as having a federal judge be the sole decision 
maker in suits against the government under provisions of the 
Federal Tort Claims Act. In my opinion, the decision should be 
made by a panel from the public sector, of doctors, lawyers and 
vaccine victims. ♦ 

Fa t'thly_, I am concerned there is no provision to compensate 
victims of swine flu and other vaccines. 

I realize that the premise oi r S. 2117 is to compensate victims 
of mandatory vaccines. However, a case can be made for those of 
us; who took the vaccine in the belief it was our civic duty to 
help break the chain of contagion of a killer disease. % So called 
"herd immunity" is the objective of any National immunisation 
campaign. But a majority of the public must be willing to take 
the vaccine for this objective to be realized. As Robert Levine, 
chairman of Yale University's institutional review board and a 
professor of medicine states, "Even though it's voluntary, it 
still is in the interest of public health and the government." 
(Quoted from "Compensation for Victims of Viccines," by Marjorie 
Hall, Science , Vol. 211, Feb, 1981). 

Quoting from the bill (Section 2101, a, 4) "(4) because communi- 
cable disease is a national problem, because the primary thrust 
for vaccination has come from the Federal Government, and because 
vaccine-related injuries which may tend to undermine the public's 
confidence in vaccination programs are a national concern, there 
is a national need for, and responsibility to establish, a 
national vaccine-injury compensation program as a non-mandatory 
alternative to the current tort system." 

Certainly the public's faith in qovornnent-sponsored vaccination 
progr«?m3 has been tarnished. This lessening of confidence is 
unfortunate for we are always in eminent danger of a flu epidemic 
becajse of the antigenic ahift in flu genes. Stephen H. Hall, 
wr< ting in the November, 1983 , issue of Science , comments: 
"The shufflinci of flu genes can give the virus "the genetic equiva- 
lent of five acea, creating a virulent hybrid." 

T envLsion the scenario when the next flu epidemic threatens: 
the Government will give a vaccination program, and nobody will 

come . 

A bi 1 1 to justly compensate all vaccine victims would ignite the 
spark to rekindle Americans' confidence in the government's 
ability to provide for the public health. 
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VANDERBILT UNIVERSITY 




NASHVILLE, TENNESSEE J?JW 



Tiiiphohi (613) 522-7511 



DtpAftmnt $/ Mtdiau • ScM of MtAunt • Dimt pbim 322*3*84 



April 19, 1984 

Ma. Robin Rush ton 

Office of Senator Paula Hawkins 

313 Hart 

Washington, D.C. 20510 



Dear Ha, Rushtonj 

I am writing you to elaborate on our talaphona conversation 
yesterday. This past win tar our daughter Kathryn contracted a fulminant 
case of paralytic polio after receiving one dose of the oral polio 
vaccine. Now two months later, at the age of five months, she still has 
continuing severe paralysis of both of her lsgs. Although this is a rare 
occurrence, it ii an extremely real and horrifying one to those families 
-affected by paralytic polio following the oral vaccine. 

As you may know, there continuee to be ten cases per year of vaccine* 
induced polio in this country, and there have been over two hundred caaee 
since the oral livo -virus vaccine, became the vaccine in general. use in 
this country in 1962. This is contrasted sadly with tha Scandanavian countries 
of Finland and Sweden, which have had no reported cases of vaccine-induced 
or community acquired polio in over fifteen years with the use of the killed-, 
virus vaccine. * 

we applaud your work and that of Sana tor Paula Hawkine with the 
National Childhood Vaccine-In jury Compensation Act. Increased public avarenees 
of both the importance of complete vaccination and the nationwide responsibility 
for those injured by vaccines is crucial for preventing future widespread 
epidemics. Funding for improvement of vaccines and dissemination of 'nformed 
consent about vaccines is essential, Please let us know if there is anything 
we can do to help bring this about, we will continue to be in touch with 
Dr. Jonas Salk and would be nappy to testify on behalf of all those affected 
by the oral polio vaccine. 



cc: Senator Paula Hawkins 
Senator Howard Baker 
Senator James Sasser 
Senator Jesso Helms $ 
Senator John East 
Repronentat ive William Boner 
Representative Albert Gore 
Representative James Broyhill 



Sincerely youra, f 




Department of Medicine 
vanderbilt University 
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hluuni ' / Ouipmn. Ml) 
IJtiom I kvl>. Ht% A. 

Ruiuird AisWifi Ml) 
(#riSiiuantKheT,R.N. 



April 30, 1964 



The Honorable Paula Hawkins 
U. S. Senate 
Washington, D« C, 



Dear Senator Hawkins: 



I am enclosing the following articles that I wrote in the hope 



that you and your Committee will consider them before making a 
final recommendation on the Bill to compensate injured victims 
of the DPT vaccine which is presently under study* 

I understand that it is too late to come to testify in person. 
I would like if possible to have the enclosed articles published 
in the Congressional Record, so that the public may know that an 
alternative viewpoint exists and deserves to be token seriously* 

Thank you for your consideration. 




Truly yours, 



Richard Moskowitz, M« D. 



/7? Mr AiJ'um .Smvf, WU&rtoum. Massachusetts 02172 (6/7J 921-461M 
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Institute of i:onoeo^athv .»76 2 7, I rrch 1C?3. 

THE CASE AGAINST IMMUNIZATIONS 
By Richard Moskowitz, M.D. 

For the past ten years or so, I have felt a deep and growing compunction against 
giving routine Immunizations to children, [t began with the fundamental belief that 
people have the right to make that choice for themselves, Soon I discovered that I 
.could no longer bring myself to give the injections even when the parents wished 
me to. 

At bottom, 1 have always felt that the attempt to eradicate entire microbial 
species from the biosphere must inevitably upset the balance of nature in fundamental 
ways that we all as yet scarcely Imagine, Such concerns loom ever larger as new 
vaccines continue to be developed, seemingly for ho better reason than that wc have 
the technical capacity to make them, and thereby to demonstrate our power, as a 
civilization, to manipulate the evolutionary process itself. 

Purely from the viewpoint of our own species, even if we could be sure that 
the vaccines were harmless, the fact remains that they are compulsory, that all children 
arc required to undergo them, without any sensitive regard for basic differences in 
individual susceptibility, to say nothing of the wishes of the parents or the children 
themselves. 

Most people can readily accept the fact that, from time to time, certain laws 
may be necessary for the public good that some of us strongly disagree with, But the 
issue in this case involves nothing less than ^introduction of foreign proteins or 
even live viruses into the bloodstream of entire populations. 

For that reason alone, the public is surely entitled to convincing proof, beyond 
any reasonable doubt, that artificial Immunization is in fact ar safe and effective 
procedure, in no way injurious to health, and that the threat of the corresponding 
natural diseases remains sufficiently clear and urgent to warrant mass inoculation of 
everyone, even against their will if necessary. 

Unfortunately, such proof has never been given; and, even if it could be, 
continuing to employ vaccines against diseases that are no longer prevalent or no 
longer dangerous hardly qualifies as an emergency. 

Finally, even if such an emergency did exist, and artificial immunization could 
be shown to be an appropriate response to it, the decision would remain essentially 
a political one, involving issues of public health and safety that are far too important 
to be settled by any purely scientific or technical criteria, or indeed by any criteria 1 
less authoritative than the dearly articulated sense of the community about to be 
subjected to it. 9 

For all of these reasons. I want to present the case against routine immunization 
as clearly and forcefully as I can. What I have to say is not quite a formal theory 
capable of rigorous proof or disproof. It is simply an attempt to explain my own 
experience, a nexus of interrelated facts, observations, reflections, and hypotheses 
which, taken together, are more or less coherent and plausible and make intuitive 
sense to me. 
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1 ofler them to the public In part because the growing refusal of parents to 
vaccinate their children is so seldom articulated or taken seriously. The bet is that 
we have been taught to accept 'vaccination as a sort of Involuntary communion, a 
sacrament of our own participation in the unrestricted growth of sdcntifip and 
industrial technology, utterly heedless of the long-term consequences to the health 
of our own species, let alone to the balance of nature as a whole. For that reason 
alone, the other side of the case urgently needs to be heard 

l. ARE THE VACCINES EFFECTIVE? 

There Is widespread agreement that the time period since the common vaccines 
were introduced has seen a remarkable decline In the Incidence and severity of the 
corresponding natural Infections. But the customary assumption that the decline Is 
ailribulabk to the vaccines remains unproven, and continues to be seriously questioned 
by eminent authorities In the field. The incidence and severity of whooping cough, 
for example, had already begun to decline precipitously long before the pertussis 
vaccine was introduced U). a (act which led the epidemiologist C. C, Dauer to remark, 
as far back as iQ4 j: 

If mortality (from pertussis] continues to dcdlne at the same rate 
during the next is years, It will be extremely difficult to show statis- 
tically thai [pertussis immunization] had any effect in reducing mortality 
bom whooping cough [2). 

Much the same is true not only of diphtheria and tetanus, but also of TB. cholera, 
typhoid, and other common scourges of a bygone era, which be 6 an to disappear 
toward the end of the nineteenth century, perhaps partly in response to Improve- 
ments in public health and sanitation, but in any case long before antibiotics, vaccines, 
or any specific medical measures designed to eradicate them (3). 

Reflections such as these led the great microbiologist Ren6 Dubos to observe 
that microbial diseases have their own natural history, independent of drugs and 
vaccines, in which asymptomatic infection and symbiosis are Ear more common than 
overt disease; 

It is barely recognized, but nevertheless true, that animals and 
plant*, as well as men. can live peacefully with their most notorious 
microbial enemies. The world is obsessed by the fact that poliomyelitis 
can kill and maim several thousand unfortunate victims every year. But 
more extraordinary *is the fact that millions upon millions of young 
people become infected by polio viruses, yet suffer no harm from the 
infection. The dramatic episodes of conflict between men and microbes 
arc what strike the mind. What is less readily apprehended is the more 
common fact that infection can occur without producing disease (4). 

The principal evidence that the vaccines are effective actually dates from the 
more recent period, during which time the dreaded polio epidemics of the lego's 
and iqso s have never reappeared in the developed countries, and measles, mumps, 
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and rubella, which even a generation ago were among the commonest diseases of 
childhood, have become Ear less prevalent, at least in their classic acute forms, since 
the triple MMR vaccine was introduced Into common use. 

Yet how the vaccines actiwUy accomplish these changes is not rjearly as well 
understood as most people like to think it is. The disturbing possibility that they act 
in some other way than by producing a genuine immunity is suggestcd-by the feet - 
that the diseases in question have continued to break out even In highly Immunized 
populations, and that in such cases the observed differences in incidence and severity 
between immunized and unlmmunlzed persons have tended to be far less dramatic 
than expected, and in some cases not measurably significant at all, J 

In a recent British outbreak of whooping cough, for example, even fully immu- 
nized children contracted the disease in fairly large numbers, and the rates of serious 
complications and death were reduced only slightly (5). In another recent outbreak 
of pertussis* 46 of the 8; fully immunized children studied eventually contracted the 
disease (6). 

In 1977, 34 new cases of measles were reported on the campus of UCLA, in a 
population that was supposedly 91 percent Immune, according to careful serological 
testing [j). Another 20 cases of measles were reported in the Pecos, New Mexico area 
within a period of a few months in 1981, and 75 percent of them had been fully 
immunized, some of them quite recently (8). A survey <of sixth-graders in a well- 
immunized urban community revealed that about 15 percent of this age group are 
still susceptible to rubejj?, a figure essentially identical with that of the pre-vaccine 
era 19). 

Finally, although the overall incidence of typical acute measles in the U.S. has 
dropped sharply from about 400,000 cases annually in the early 1960'$ to about ;o.ooo 
cases by 1974-76. the death rate remained exactly the same (10); and, with the peak 
incidence now occurring in adolescents and young adults, the risk of pneumonia and 
demonstrable liver abnormalities has actually increased substantially, according to one 
recent study, to well over 3 percent and 2 percent, respectively (11). 

The simplest way to explain these discrepancies would be to postulate that the 
vaccines confer only partial or temporary immunity, which sounds reasonable enough, 
given the fact that they are either live viruses rendered less virulent by serial passage 
in tissue culture, or bacteria or bacterial proteins that have been killed or denatured 
by heat, such that they can still elicit an antibody response but no longer initiate the 
full blown disease. 

Because the vaccine is a "trick." in the sense that it simulate the true or natural 
immune response developed in the course of recovering from the actual disease, it is 
certainly realistic to expect that such artificial immunity will in fact "wear off' quae 
easily, and even require additional "booster" doses at regular intervals throughout 
life to maintain peak effectiveness. 

Such an explanation would be disturbing enough for most people. Indeed, the 
basic fallacy inherent in it Is painfully evident in the fact that there is no way to know 
how long this partial or temporary Immunity will last in iny given individual, or how 
often it will need to be restlmulated, because the answers to these questions clearly 
depend on precisely the same individual variables that would have determined 
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whether or how severely the same person, im vaccinated, would have contacted the 
disease in the fust place. 

In any case, a number of other observations suggest equally strongly that this 
simple explanation cannot be the correct one. In the first place, a number of 
investigators have shown that when a person vaccinated against the measles, for 
example, again becomes susceptible to it. even repeated booster doses will have little 
or no effect (12). 

In the second place, the vaccines do not act merely by producing pale or mild 
copies of the original disease; all of them also commonly produce a variety of symptoms ' 
of their own. Moreover, in some cases, these illnesses may be considerably more 
serious than the original disease, involving deeper structures, more vital organs, and 
less of a tendency to resolve spontaneously. Even more worTlsome is the fact that 
thev are almost always more difficult to recognize. 

Thus, in a recent outbreak of mumps In supposedly Immune school children, 
several developed atypical symptoms, such as anorexia, vomiting, and erythematous 
rashes, without any parotid Involvement, and the diagnosis required extensive serol- 
ogical testing to rule out other concurrent diseases U?). The snydrome of "atypical 
measles" can be equally difficult to diagnose, even when It is thought of U4 which 
suggests that it is often overlooked entirely. In some cases, atypical measles can be 
much more severe than the regular kind, with pneumonia, petechiae. edema, and 
severe pain Us), and likewise often goes unsuspected. 

In any case, it seems virtually certain that other vaccine-related syndromes will 
be described and identified, if only we take the trouble to look for them, and that 
the ones we are aware of so far represent only a very small part of the problem. But 
even these few make it less and less plausible to assume that the vaccines produce a 
norma!, healthy immunity that I "ts for some time but then wars off, leaving the 
patient miraculously unharmed and unaffected by the experience. 

2. SOME PERSONAL EXPERIENCES WITH VACCINE-RELATED 
ILLNESS. 

1 uvuld like- now to present a few of my own vaccine cases, both to give a sense 
of their \ iriety ?nd chronicty. and to show how difficult it can be to trace them, 
and also to begin to address the crucial question that is too seldom even asked, 
namelv. how the vaccines actually work, i.e. what effects they do in fact produce in 
the human bodv. 

Mv first case was that of an 8 month old girl with recurrent fevers 
n| unknown origin. 1 first saw here in lanuary of 197?. a few weeks 
aftrr h«*r third such episode. These were brief, lasting 48 hours at most, 
but vcrv intense, with the fever typically reaching io<j° F. During the 
y\ond episode, she was hospitalised for diagnostic evaluation, but her 
pediatrician found nothing out of the ordinary. Apart from these 
epiMxics the child felt quite well, and appeared to be growing and 
cVu'looinc normally 

I could pet no further information from the mother, except for 
the favt that the episodes had occurred almost exactly one month 
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apart; and, upon consuklng-iw-calendar, we learned that the first 
episode had come exactly one month after the last of her DPT Injec- 
tions, which had also been given at monthly Intervals. At thfe.pofnt, 
the mother remembered that the child had had similar febrile episodes 
immediately after each Infection, but that she had been Instructed to 
Ignore thtm, Inasmuch as they are "common reactions" to the vaccine. 
1 therefore gave the child a single wal dose of dilute homoeopathic 
DPT vaccine: and I am happy to report that the child has remained 
well since, with no further episodes of any kind. 

This case Illustrates how homoeopathic remedies prepared from vaccines can be~ 
used for didqmis as well as treatment of vaccine-related Illnesses, which, no matter* 
how strongly they are suspected, might otherwise be almost Impossible to substantiate. 

Secondly, because fever Is the commonest known complication of the pertussis 
vaccine, and Inasmuch as the child seemed quite well between the attacks, her 
s response to the vaccine appeared to be a relatively strong and healthy one, disturbing 
befcause of Its-recurrence and periodicity, but In any case relatively simple to cure, as 
indeed It proved to be. But one cannot help wondering what happens to the vaccine 
In those tens of millions of children who show no obvious response to It at all. 

Since that time. I have seen at least half a ddtin cases of children with recurrent 
fevers of unknown origin, associated with a variety of other chronic complaints, 
chiefly Irritability, temper tantrums, and Increased susceptibility to colds, tonsillitis, 
and car infections, which were similarly traceable to the pertussis vaccine, and which 
responded successfully to treatment with the homoeopathic DPT nosodc. Indeed, t 
would have to say. on the basis of that experience, that the pertussis vaccine is 
probably one of the major causes of recurrent fevers of unknown origin in small 
children today. 

Mv second case was that of a Q/,-month*old girl, who presented 
acutely with a fever of 105 0 F.. and very few other symptoms. Like the 
first, this child had had two similar episodes previously, but at irregular 
intervals: and the parents, who felt ambivalent about vaccinations in 
general, had given her only one dose of the DPT vaccine so far, although 
the first episode occurred a few weeks afterwards. 

I first saw the child In June of 1978. The fever remained high and 
unremitting for 48 hours, despite the usual acute remedies and sup- 
portive measures. A CBC revealed a white count of ^,loo per cu. mm., 
with 4] percent lymphocytes, U percent monocytes. 2$ percent ncu 
trophils imany with toxic granulations). 20 percent bands lalso with 
toxic granulations), and I percent metamyelocytes and other immature 
forms. When f asked a pediatrician about these findings, "pertussis" 
was his immediate reply. After a single oral dose of homoeopathic DPT 
vaccine, the fever came down abruptly within a few hours, and the 
child has remained well since. 

This case was disturbing mainly because of the hematological abnprmalmes, 
which were in the Icukcmoid range, together with the absence of any cough or 
distinctive respiratory symptoms, which suggested that introducing the vaccine directly 
into the blood may actually promote deeper or more systemic pathology than 
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allowing the pertussis organism to set up typical symptoms of local Inflammation at 
the normal portal of entry. * 

The third case was a 5-yearold boy with chronic lymphocytic 
leukemia, whom i happened to see in August of 1978. while visiting an 
old friend and teacher, a family physician with over 40 years' experience. 
Well out of earshot of either the boy or his parents, he told me that 
the leukemia had first appeared following a DPT vaccination, and that. 
. although he had treated the child successfully with natural remedies 
on two previous occasions, with shrinking of the liver and spleen to 
approximately normal size, and dramatic improvement in the blood 
picture, full relapse had occurred soon after each successive DPT booster. 



The idea that vaccinations might also be Implicated in some cafes of childhood 
leukemia was shocking enough in itself, but it also completed the line of reasoning 
opened up by the previous case. For leukemia Is a cancerous process of the blood and 
the blood-forming organs, the living, the spleen, the lymph nodes, and the bont 
marrow, which are also the basic anatomical units of the Immune system. Insofar as 
the vaccines are capable of producing serious compilations at all, the blood and the 
immune organs would certainly be the logical place to begin looking for them, 

But perhaps even more shocking to me Is the feet that the boy's own physician 
dared not communicate his suspicion of vaccine-related Illness to the parents, let alone 
to the general public. It was this case that convinced me, once 'and for all, of the 
need for serious, public discussion of our collected experiences with vaccine-related 
Illness, precisely because rigorous experimental proof will require years of Investigation 
and a firm public commitment that has not even been made yet. 

I will now present two cases from my limited experience with MMR vaccine. 

In December of 1980 1 saw a ^-year-old boy with a 4-week history 
of loss of appetite, stomach aches, indigestion, and swollen glands. The 
stomach pains were quite severe, and often accompanied by belching, 
flatulence, and explosive diarrhea. The nose was also congested, and 
the lower eyelids were quite red. The mother also reported some 
unusual behavior changes, such as extreme untidiness, "wild" and 
"noisy" playing, and waking at 2 a.m. to get into bed with the parents. 



The physical examination was unremarkable except for some 
large, tender left posterior auricular and suboccipital nodes, and marked 
enlargement of the tonsils. I then learned that the child had received 
the MMR vaccine in October, about 2 weeks before the onset of 
symptoms, with no apparent reaction to it at the time. I gave the child 
a single dose of the homoeopathic rubella vaccine, and the symptoms 
promptly disappeared within 48 hours. 

In April 19S1, the parents brought him back for a slight fever, and 
another i week history of intermittent pain In and behind the light 
car. stuffy nose, etc. On examination, the whole right side of the face 
appeared to be swollen, especially the cheek and the angle of the law. 
The right eye was red and Injected. He responded well to acute 
homoeopathic remedies, and has remained well since. 



This boy was typical of my rubella vaccine cases. At an interval of a few weeks 
after the MMR vaccine, which is about the same as the normal Incubation period of 
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rubella, a rather nondescript Illness develops, which becomes subacute and rather 
more severe than rubella in the same age group, with. e.g.. abdominal or joint pains 
and marked adenopathy, but no rash. Usually the diagnosis Is suspected because of 
the characteristic posterior auricular and suboccipital nodes, and confirmed by a 
favorable response to the homoeopathic rubella nosode. 

As 1 read over this case, 1 am struck by the possslblllty that his second illness, 
and especially the parotid enlargement, may have represented continuing activity of 
the mumps component of the vaccine. Inasmuch as I did not have the triple MMR 
nosode. but only those derived from the Individual components. We must therefore 
also consider the probability that a variety of "mixed" or composite syndromes may 
occur, representing the patient's responses to two or all three of the vaccine com- 
ponents, either simultaneously or over time. 

In April of 19S1 I first saw a 4-year-old boy for bilateral chronic 
enlargement of the posterior auricular nodes, which were also occa- 
sionally tender. The mother had noticed the swelling for about one 
year.. during which .me he had become more susceptible to various 
upper respiratory Infections, none of them especially severe. The mother 
had also noticed recurrent parotid swelling at irregular intervals over 
the same time period, which began shortly after the MMR vaccine was 
given at the age of 3. H 

At the time of the first visit, the child was not ill: and, because 
the mother was about 2 months pregnant at the tune, 1 elected to 
observe the child and do nothing if possiole until the pregnancy was 
over. He did develop a mild laryngitis in the last trimester, which 
responded well to bed rest and simple homoeopathic remedies. 

in April of 1982, he came down with acute bronchitis. 1 noticed 
that the posterior auricular nodes were once again swollen and tender, 
and 1 decided to give him the homoeopathic rubella nosode at that 
point. The Cough promptly subsided, arid the nodes regressed in size 
and were no longer tender. Two weeks later, however, he returned 
with a noticeably hard, tender swelling on the putstde of the right 
cheek, near the ar^le of the jaw. and some pain on chewing or opening 
the mouth. A single dose of the homoeopathic mumps nosode was 
given, and the child has been well since. 

*■ 

In this case also, we see the subacute pattern of the disease, with a strong 
tendency to chroniclty and increased susceptibility to weaker, low-grade responses, 
in contrast to the vigorous, acute responses typically associated with diseases like the 
measles and the mumps when acquired naturally. 

}. HOW DO THE VACCINES WORK? 

It is dangerously misleading, and. Indeed, the exact opposite of the truth to 
claim that a vaccine makes us "Immune" or protects us against an acute disease, if in 
fart it only drives the disease deeper into the interior and causes us to harbor it 
chronically with the result that our responses to it become progressively weaker, and 
show less and less tendency to heal or resolve themselves spontaneously. 



311 



What I propose, then, is simply to investigate as thoroughly and objectively as 
we can how the vaccines actually work inside the human body, and to begin by paying 
attention to the implications of what we already know. In particular, 1 would like to 
consider in detail the process of falling ill with and recovering from a typical acute 
disease, such as the* measles, in contrast with what we an observe following the 
administration of the measles vaccine. 

We all knevv that measles Is primarily a virus of the respiratory tract, both 
because it is inhaled by susceptible persons upon contact with infected droplets in 
the air, and because these droplets are produced by the coughing and sneezing of a 
person with the disease. 

Once inhaled by a susceptible person, the measles virus then undergoes a long 
period of silent multiplication, first in the tonsils, adenoids, and accessory lymphoid 
tissues of the nasopharynx; later in the regional lymph nodes of the head and neck: 
and eventually, several days later, it passes into the blood and enters the spleen, the 
liver, the thymus, and the bone marrow, the '.' visceral" organs of the immune system 

Throughout this "incubation" period, which lasts from 10 to 14 days, the patient 
usually leels quite well, and experiences few or no symptoms [17). 

Bv the time that the first symptoms of measles appear, circulating antibodies are 
already detectable in the blood, and the height "of the symptomatology coincides 
with the peak of the antibody response (li). In other words, the "illness" is simply 
the definitive effort of the immune system to clear the virus from the blood. Equally 
noteworthy is the fact that the virus is eliminated by sneezing and coughing, i.e., via 
the same route through which It entered in the first place. 

It is evident that the process of mounting an acute illness like the measles, no less 
than recovering from it, involves a general mobilization of the entire immune system, 
including inflammation of *he previously sensitized tissues at the portal of entry, 
activation of leukocytes and macrophages, liberation of the scrum complement 
svstem. and a host of other mechanisms, of which the production of circulating 
anybody is only one, and by no means the most important. 

Such a splendid outpouring leaves little doubt that such illnesses are in fact the 
dccNve experiences m the normal physiologic maturation of the immune system as 
a whole in the life of a healthy child. For not only will the child who recovers from 
the measles never again be susceptible to it (19); such an experience also cannot fail 
to prepare the individual to respond even more promptly and cflectively to any 
intections he may acquire in the future. The ability to mount a vigorous acute 
response to organisms of this type must therefore be reckkoncd among the most 
fundamental requirements of general health and well-being. 

In contrast, when an artificially attenuated virus such as measles is injected 
directly into the blood, by-passing the normal portal of entry, at most a brief 
inflammatory reaction may^ be noted at the injection site, or in the regional lymph 
nodes; but there is no "incubation period" of local contact at the normal portal of 
entry, and consequently very little possibility of eliminating the virus via the same 
route. 

Even more important is the fact that the virus has been artificially "attenuated," 
so that it will no longer initiate a generalized inflammatory response, or indeed any 
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of the nonspecific defense mechanisms that help us to respond to infection generally^ 
By "tricking" the body In this fashion, we haye accomplished what the entire immune 
system seems to have evolved in order to prevent: we have placed the virus directly 
into the blood, and given It free and Immediate access to the major Immune organs 
and tissues, without any obvious way of getting rid of it. 

The result Is, indeed, the production of circulating antibodies against the virus, 
which can be measured in the blood; but the antibody response now occurs as an 
Isolated technical feat, without any generalized inflammatory response, or any notice 
able improvement in the general health of the organism. Exactly the opposite, in 
fact: the price that we have to pay for those antibodies 1$ the persistence of virus, 
elements in the blood for prolonged periods of time, perhaps permanently, which in 
turn presupposes a systematic weakening of .pur ability to mount an effective response 
not only to measles, but also to other acute Infections as well. 

i^r-frbm .producing a genuine immunity, then, the vaccines may act by actually 
interfering with or wpprcssinQ the immune response as a whole, In much the same way 
that radiation, chemotherapy, and corticosteroids and other anti-Inflammatory drugs 
do. Artificial immunization focuses on antibody production, a single aspect of the Immune 
process, and disarticulates it and allows It to stand for the whole, In much the same 
way as chemical suppression of an elevated blood pressure Is accepted as a valid 
substitute for a genuine cure of the patient whose blood pressure has risen. Worst of 
all, by making It difficult or impossible to mount a vigorous, acute response to 
infection, artificial Immunization substitutes for it a much weaker, chrome response, 
with little or no tendency to heal itself spontaneously. " 

Moreover, adequate models already exist for predicting and explaining what 
sorts of chronic disease are likdy to result from the chronic, long-term persistence ol 
viruses and other foreign proteins within the cells of the Immune system. It has long 
been known that live viruses, for example, are capable of surviving or remaining 
latent within the host cells for years, without continually provoking acute disease 
They do so simply by attaching their own genetic material as an extra particle or 
"episumc" to the genome of the host cell, and replicating along with it. which allows 
the host cell to continue Its own normal functions for the most part, but imposes on 
it additional instructions for the synthesis of viral proteins (:o). 

Latent viruses of this type have already been implicated in three distinct tvpe> 
of chronic disease, namely. 1) recurrent or episodic acute diseases, such as herpes, shingles 
warts, etc. :) "slow virus' diseases, i.e., subacute or chronic, progressive often fatal 
conditions, such as kuru. Crcuzfcldtjakob disease, subacute sclerosing pancncephalitb 
vSSPE). and possibly Cuillain Barre syndrome \22)\ and }) tumors, both benign and malig 
nant 

In any case, the latent virus survives as a clearly "foreign" element within the 
cell, which means that the immune system must continue to try to make antibodies 
against it. insofar as it can still respond to it at all. Because the virus is now permanently 
incorporated within the genetic material of the cell, these antibodies will now have 
to be directed against the cell itself. 

I he persistence of live viruses or other foreign antigens within the a'lls of the 
host therefore cannot fail to provoke auto immune phenomena, because destroying the 
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infected cells is now the only possible way that this constant antigenic challenge can 
be removed from the body. Since routine vaccination Introduces live viruses and 
other highly antigenic material into the blood of virtually every living person, It Is 
difficult to escape the conclusion that a significant harvest of auto-immune diseases 
most automatically result. 

Sir Macfarlanc Burnet has observed that the components of the immune system 
all function as if they were collectively designed to help the organism to discriminate 
"self" from "non-self." i.e.. to help us to recognize and tolerate our own cells, and to 
identify and eliminate foreign or extraneous substances as completely as possible [24). 
This concept is exemplified not only by the acute response to infection, but also by 
the rejection of transplanted tissues, or "homografts," both of which result in the 
complete and permanent removal of the offending substance from the body. 

If Burnet is correct, then latent viruses, auto immune phenomena, and cancer 
would seem to represent different aspects of the same basic dilemma, which the 
immune system can neither escape nor resolve. For all of them presuppose a certain 
degree of (home immune failure, a state in which It becomes difficult or Impossible for 
the body cither to recognize Its own cells as unambiguously its own, or to eliminate 
it* parasites as unequivocally foreign, 

In the case of the attenuated measles virus, it is not difficult to Imagine that 
introducing it directly into the blood would continue to provoke an antibody response 
for a considerable period of time, which is doubtless the whole point of giving the 
vaccine; but that eventually, as the virus succeeded In attaining a state of latency 
within the cell, the antibody response would wane, both because circulating antibodies 
cannot normally cross the cell membrane, and because they are also powerful immu- 
nosuppressive agents in their own right Us). 

The effect of circulating antibody will thereafter be mainly to keep the virus 
mlhin the cell. i.e.. to continje to prevent any acute inflammatory response, until 
eventually, perhaps under circumstances of accumulated stress or emergency, this 
precarious balance breaks down, antibodies begin to be produced in large quantities 
against the cells themselves, and frank autoimmune phenomena of necrosis and tissue 
destruction supervene. Latent viruses, in thls'sense. are like biological "time bombs," 
set to explode at an indeterminate time in the future (26). 

Auto immune djseases have always seemed obscure, aberrant, and bizarre, because 
it is not intuitively obvious why ihe body should suddently begin to attack and 
destroy its own tissues. They make a lot more sense, and, indeed, must be reckoned 
as "healthy, it destroying the chronically infected cells is the only possible way of 
eliminating an even more serious threat to life, namely, the persistence of the foreign 
antigenic challenge within the cells of the host. 

Tumor formation could then be understood as simply a more advanced stage 
of chronic immune failure, according to the same model. For, as long as the host is 
subjected to enormous and unremitting pressure to make antibodies against Itself, 
that response will automatically tend to become less and less effective. 

Eventually, under stress of this magnitude, the auto immune mechanism could 
easily break down to the point that the chronically infected and genetically trans 
formed cells, no longer clearly "self" or "non-self," begin to free themselves from the 
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normal restraints of "histocompatibility" within the architecture of the surrounding 
cells, and begin to multiply autonomously at their expense, 

A tumor could then be described as "benign" insofar as the breakdown o: 
histocompatibility remains strictly localized to the tissue of origin, and "malignant. 
Insofar as It begins to spread to other cell types, tissues, and organs, even in more 
remote areas. Malignancy might simply represent the reactivation of the virus frorr 
us latent phase into a more acute mode, albeit with less inflammation and more tissue 
destruction than the original wild-type infection. 

If what I anfsaying turns put to be true, then what we have done by artificial 
immunization is essentially to trade off our acute, epidemic diseases of the past centun 
for the weaker and far less curable chronic diseases of the presem, with then 
amortjzable suffering and disability, An doing so, we have also opened up limitless 
evolutionary possibilities for the future of ongoing in vivo genetic recombination 
within the cells of the race. 

4. THE INDIVIDUAL VACCINES RECONSIDERED, 

^> 

1 want next to consider each of the vaccines on an individual basis, in relation 
to the infectious dlseas-s from which they are derived. 

The MMR Is comroscd of attenuated live measles, mumps, and rubella viruses 
administered in a single intramuscular injection at about is months of age. Subsequent 
re immunization is no longer recommended, except for young women of childbearing 
age. in whom the risk of congenital rubella syndrome ICRS) is thought to warrant it. 
even though the effectiveness of re-lmmunlzatlon is questionable at best. 

Prior to the vaccine era, measles, mumps, and rubella were reckoned among 
the " routine childhood diseases," which most school-children contracted before the 
age of puberty, and from which nearly all recovered, with permanent, lifelong 
immunity, and no complications or sequelae. 

But they were not always so harmless. Measles, In particular, can be a devastating 
disease when a population encounters it for the first time. Its Importation from Spain, 
for Instance, undoubtedly contributed to Cortez' conquest of the great Aztec Empire; 
whole villages were carried off by epidemics of measles and smallpox, leaving only a 
small remnant of cowed, superstitious warriors to face the bearded conquiitadora from 
across the sea [21). In more recent outbreaks among isolated, primitive peoples, the ** 
case fatality rate from measles averaged 20 to 30 percent (28). 

In both these so-called "virgin-soil" epidemics, not only measles but also polio 
and many other similar diseases take their highest toll of death and serious compli 
cations among adolescents and young adults, healthy and vigorous people in the 
prime of lilc. and leave relafvely unharmed the group of schoolage children before 
the age of puberty Up). 

This means that the evolution of a disease such as measles from a dreaded killer 
to an ordinary disease of childhood presupposes the development of nonspecific or 
herd" immunity in young children, such that. v:hen they are finally exposed to the 
disease, it activates defense mechanisms already prepared and in place, resulting in 
the long incubation period and the usually benign, selHimitcd course described above. 
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Under these circumstances, the rationale for wanting to vaccinate young children 
against measles is limited to the fact that a very small number of deaths and serious 
complications have continued to occur, chiefly pneumonia, encephalitis, and the rare 
but dreaded subacute sclerosing panencephalitis (SSPE), a slow-virus disease with a 
reported incidence of 1 per 100,000 cases Uo). Pneumonia, by far the commonest 
complication, is usually benign and self-limited, even without treatment (31); and. 
even in those rare cases m which bacterial pneumonia supervenes, adequate treatment 
is currently available. 

By all accounts, then, the death rate from wild-type measles is very low, the 
incidence of serious sequelae is insignificant, and the general benefit to the child who 
recovers from the disease, and to his contacts and descendants, Is very great. Conse- 
quently, even if the measles vaccine could be shown to reduce the risk of death or 
serious complications from the disease, it still could not justify the high probability of 
auto immune diseases, cancer, and whatever else may result from the propagation of 
latent measles virus in human tissue culture for life. 

Ironically, what the measles vaccine certainly has done is to reverse the historical 
or evolutionary process to the extent that measles is once again a disease of adolescents 
and young adults U?)* with a correspondingly higher incidence of pneumonia and 
other complications, and a general tendency to be a more serious and disabling disease 
than it usually is in younger children. 

As for the claim that the vaccine has helped to eliminate measles encephalitis, t 
myself, in my own relatively small general practice, have already seen two children 
with major seizure disorders which the parents clearly ascribed to the measles vaccine, 
although they would never have been able to prove the connection in a court of 
law, and never even considered the possibility of compensation. 

Such cases therefore never make the official statistics, and arc accordingly omitted 
from conventional surveys of the problem. Merely injecting the virus into the blood 
would naturally favor a higher incidence of deep or visceral complications affecting 
(he lungs, liver, and brain, for which the measles virus (las a known affinity. 

The case tor immunizing against mumps and rubella seem* u iortion even mSre 
tenuous, lor exactly the same reasons. Mumps is also essentially a benign, self limited 
disca* in children before the age of puberty, and recovery from a single attack 
u>nlen lifelong immunity. The principal complication is meningoencephalitis, mild 
or subclinical forms of which are relatively common, although the death rate is 
extremely low v u). and sequelae arc rare. 

The mumps vaccine is prepared and administered in much the same way as the 
measles, usually in the same injection; and the dangers associated with it arc likewise 
comparable. A^ain like the measles, mumps too is fast becoming a disease of adoles 
ients and vuunf. adults v Ml- age groups which tolerate the disease much less well. The 
chief complication is acute epididymo orchitis. which occurs in ^0 to 40 percent of 
the males affected past the age of puberty, and usually results in atrophy of the testicle 
on the affected side but it also shows a strong tendency to attack the ovary and 
the pancreas. 

hor all of these reasons, the greatest favor we coutd do for our children would 
be to expose them all to the measles and mumps when they are young, which would 
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not only protect then lgainst contracting more serious forms of these diseases when 
they grow older, but wo*;'d also greatly assist in their immunological maturation with 
minimal risk. I need hardly add that this is very dose to the actual evolution of these 
- diseases before the MMR vaccine was introduced. 

The same discrepancy is evident in the case of rubella, or "German measles," 
which in young children is a disease so mild that it frequently escapes detection »6). 
but in older : children and adults not infrequently produces arthritis, purpura, and 
other severe, systemic signs (37), The main impetus for the development of the vaccine 
was certainly the recognition of the "congenital rubella syndrome \CRS)," resulting 
from damage to the developing embryo in ulao during the fust trimester of pregnancy 
()8), and the relatively high incidence of CRS traceable to the rubella outbreak of 
1964. 

But here again, we have an almost entirely benign, self-limited disease trans- 
formed by the vaccine into a considerably less benign disease of adolescents and young 
adults of reproductive age, which is, ironically, the group that most needs to be 
protected against it, Moreover, as with measles and mumps, the simplest and most 
effective way to prevent CRS would be to expose everybody to rubella in elementary 
school; re infection does sometimes occur after recovery from rubella, but much less 
commonly than after vaccination (39), 

The equation looks somewhat different for the diphtheria and tetanus vaccines. 
First of all, both diphtheria and tetanus are serious, sometimes fatal diseases, even 
under the best of treatment; this is especially true of tetanus, which still carries a 
mortality of dose to 50 percent, 

Furthermore, these vaccines are not made from living diphtheria and tetanus 
organisms, but only from certain ''toxins" elaborated by them; these poisonous 
substances are still highly antigenic, even after being Inactivated by heat. Diphtheria 
and tetanus "toxoids" therefore do not protect against infection pa k, but only against 
the systemic action of the original poisons, in the absence of which both infections 
are of minor importance clinically. 

Consequently, it is easy to understand why parents might want their children 
protected against diphtheria and tetanus, if safe and effective protection were avail 
able. Moreover, both vaccines have been in use for a long time, and the reported 
incidence of serious problems has remained very low, so that there has never been 
much public outcry against them. 

On the other hand, both diseases are quite readily controlled by simple sanitarv 
measures and careful attention to, wound hygiene; and, in any case, both have been 
steadily disappearing from the developing countries, since long before -he vaccines 
were introduced. 

Diphtheria now occurs sporadically in the United States, often in areas with 
significant reservoirs of unvacclnated children. But the claim that the vaccine is 
"protective" is once again belied by the fact that, when the disease does break out. 
the supposedly "susceptible" children are In fact no more likely to develop clinical 
diphtheria than their fully immunized contacts. In a 1969 outbreak in Chicago, for 
example, the Board of Health reported that 2$ percent of the cases had been fully 
immunized, and that another 12 percent had received one or more doses of the 
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vaccine and showed serological evidence of full imfounlty; another i& percent had 
been partly immunized, according to the same criteria (40). 

So, once again, we arc faced with the probability that what the diphtheria 
toxoid has produced is not a genuine Immunity to diphtheria at all, but rather some 
sort of chvonic immune tolerance to it, by harboring highly antigenic residues some- 
where within the cells of the immune system, presumably with long-term suppressive 
effects on the Immune mechanism generally. 

This suspicion is further aggravated by the fact that all of the DPT vaccines arc 
alum-precipitated and preserved with Thlomcrsal, an organomcrcury derivative, to 
prevent them from being metabolized too rapidly, 50 that the antigenic challenge 
will continue for as long as possible. The fact is that wc do not know and have never 
even attempted to discover what actually becomes of these foreign substances, once 
they are inside the human body. 

Exactly the same problems complicate the record of the tetanus vaccine, which 
almost certainly has had at lca?t some impact In reducing the Incidence of tetanus in 
us classic acute form, yet presumably also survives for years or even decades as a 
potent foreign antigen within the body, with long term effects on the immune 
system and elsewhere that are literally incalculable, 

"Whooping cough," much like diphtheria and tetanus, began to decline as a 
serious epidemiological threat long before the vaccine was Introduced. Moreover, 
the vaccine has not been particularly effective, even according to its proponents; and 
the incidence of known side effects is disturbingly high. 

The power of the pertussis vaccine to damage the central nervous system, for 
example, has received growing attention since Stewart and his colleagues reported 
an alarmingly high incidence of encephalopathy and severe- convulsive disorders In 
British children that were traceable to the vaccine (41). My own cases, a few of which 
were reported above, suggest that hematological disturbances may be even more 
prevalent, and that, in any case, the known complications almost certainly represent a 
bmall traction of the total. 

In any case, the pertussis vaccine has become controversial even in the United 
States, where medical opinion has remained almost unanimous in favor of Immuni- 
zations generally; and several countries, such as West Germany, have discontinued 
routine pertussis vaccination entirely (42}. 

Pertussis is also extremely variable clinically, ranging in severity from asympto- 
matic, mild, or mapparent infections, which are quite common actually, to very rare 
cases in young infants less than $ months of age. In whom the mortality is said to 
reach 40 percent \^). Indeed, the disease is rarely fatal or even that serious in children 
over a year old. and antibiotics have very little to do with the outcome 144). 

A good deal of the pressure to immunize at the present time thus seems to be 
attributable to the higher death rate in very young infants, which has led to the 
terrifying practice of giving this most dearly dangerous of the vaccines to infants at 2 
months of age. when their mothers' milk would normally have protected them from 
all infections about as well as it can ever be done 14s). and the effect on the still 
developing blood and nervous system could be catastrophic. 



322 



318 



For all of these reasons, the practice of routing pertussis Immunization should 
be discontinued as quickly as possible, and more studies done to assess arid compensate 
the damage that it has already done. 

Poliomyelitis and the polio vaccines present an entirely different situation. The 
standard Sabin vaccine is trivalent. consisting of attenuated, live poliovlruscs of each 
of the three strains associated with poliomyelitis; but it is administered orally, in much 
the same way as the infection is acquired in nature. The oral or non*injectable route, 
which leaves the recipient free to develop a natural immunity at the normal portai 
of entry, i.e., the CI tract, would therefore appear to represent a considerable safety 
factor. 

On the other hand, the wild-type poliovirus produces no symptoms whatsoever 
in other go percent of the people who contact it. even under epidemic conditions 
U6); and, of those people who do come down with recognizable clinical disease, 
perhaps only 1 or 2 percent ever progress to the full-blown neurological picture of 
"poliomyelitis/* with its characteristic lesions In the anterior horn cells of the spinal 
cord or medulla oblongata (47). 

Poliomyelitis thus presupposes peculiar conditions of susceptibility in the host, 
even a specific antlmital susceptibility, since, even under epidemic conditions, the 
virulence of the poliovirus is so low, and the number of cases resulting in death or 
permanent disability was always remarkably small (48). 

Given the fact that the poliovirus was unbiquftous before the vaccine was 
introduced, and could be found routinely In samples of city sewage wherever it was 
looked for (49). It Is evident that effective, natural Immunity to poliovirus was already 
as dose to being universal as It an ever be, and a fortiori no artificial substitute could^ 
ever equal or even approximate that result. Indeed, because the virulence of the 
poliovirus was so low to begin with, it is difficult to see what further attenuation of 
it could possibly accomplish, other than to abate as well the full vigor of the natural 
immune response to it. 

For the fact remains that even the attenuated virus is still alive, and the people 
who were anatomically susceptible to It before are still susceptible to it now. This 
means, of course, that at least smt of these same people will develop paralytic polio 
from the vaccine (so), and that the others may still be harboring the virus in latent 
form, perhaps within those same 1 cells. 

The only obvious advantage of giving the vaccine, then, would be to introduce 
the population to the virus when they are still infants, and the virulence is nomiallv 
lowest anyway (5I); and even this benefit could be more than offset by the danger oi 
weakening the immune response, as we have seen. In any case, the whole matter 
clearly one of enormous complexity, and illustrates only too well the hidden danger 
and miscalculations that arc inherent in the virtually Irresistible attempt to beat nature 
at her own game, to eliminate a problem that cannot be eliminated, i.e.. the 
susceptibility to disease itself. 

So even in the case of the polio vaccine, which appears to be about as safe a> 
any vaccine ever can be, the same fundamental dilemma remains. Perhaps the dav 
will come when we an face the consequences of deliberately feeding live potioviruse^ 
to every living infant, and admit that we should have left well enough alone, and 
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addressed ourselves to the an of healing the sick when we have to, rather than to 
the technology of eradicating the ponibility of sickness, when we don't have to. and 
can't possibly succeed in any case. 

S. VACCINATION AND THE PATH OF MEDICAL TECHNOLOGY. 

In conclusion. 1 want tu go back to the beginning, to the essentially political 
aspects of vaccination, that oblige us all to reason and deliberate together about 
matter* of common concern, and to reach a clear decision about how we choose to 
live. I have stated my own views regarding the safety and effectiveness of the vaccines, 
and I hope that others of differing views' will do the same. 

Thai is why I am deeply troubled by the atmosphere of fanaticism with which 
the vaccines arc imposed on the public, and serious discussion of them is ignored or 
rifled by the medical authorities, as if the question had already been settled defini- 
tively and fur all time. In the words of Sir Macfarlane Burnet, 

It is our pride that in a civilized country the only Infectious diseases 
which jnvone is likely to suffer are either trivial or easily cured by 
available drugs The diseases thajukilled in the past have in one way or 
another been render :d impotetft, and. in the process, general principles 
of control have been developed winch should be applicable to any 
unexpected outbreak m the future $2), 

Quit£ a P art fr° m trut ^ °f these claims, they exemplify the smugness and 
self righteousness of a profession and a society that worships its. own ability to 
manipulate and control the processes of nature itself. That is why, as Robert Men- 
delsohn has said, we ate quick to pull the trigger, but slow to examine the consc 
querues o( our actions v^*l ' 

indeed, one would have to say. mtlho&Mlty slow. In iq?8. for example, the 
American Academy of Pediatrics, which had been charged by Congress wilh respon- 
sibility 10 formulate guidelines for Federal compensation of "'vaccination-related 
injuries, issued the following eligibility restrictions: 

1 c\ imputation should be made available to any child ur young 
person under the ape of 18 vears. or a contact of such person 
oi anv age. who suffers a major reaction to a . uCine mandated 
for M>hoo! entry or continuation in school in his or her state of 
residence. 

: buih d ^Hilton should ha\e hen previously recognized as a possible consequence 
ol the u«mf $iven 

i Mi 1 11 d mma should h&ve oecuued no more lhan *o duyt following Ike 
mmunnaUon ^4). 

IhcNC restrutions would automatically exclude all of the chronic diseases, or 
indeed anything other than the very few adverse reactions that have so far been 
identified, which dcarlv represent only a tiny fraction of the problem. 
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Still leas an cither the government or the medical establishment be considered 
ignorant of the possibility that lurks in every parent's mind and heart, namely, that 
the vaccines cause cancer and other chronic diseases. Precisely that possibility wa> 
raised by Prof. Robert Simpson of Rutgers in a 1Q7G seminar for science writers 
sponsored by the American Cancer Society: 

Immunization programs against flu. measles, mumps, polio, and 
>o forth, may actually be seeding humans with RNA to form latent 
proviruses in ceils throughout the body. These latent provlruses could 
be molecules in search of diseases; when activated, under proper con 
ditions. they could cause a variety of diseases, including rheumatoid 
arthritis, multiple sclerous, systemic lupus erythematosus. Parkinson s 
disease, and perhaps cancer Ift). 

Unfortunately, this is the sort of warning that very few people are willing or 
able to hear at this point, least of all the American Cancer Society or the American 
Academy of Pediatrics. The fact is. as Dubos points out. that all of us still want to 
believe in the "miracle.'" regardless of the evidence. 

Hie faith in the magical power of drugs often blunts the critical senses, 
and comes dose at timevjto a mass hysteria, involving scientists and 
Ijvmen alike. Men want miracles as much today as in the past. If ihev 
do not join One of the newer cults, they satisfy this need bv worshiping 
at [he altar of modern science. This faith in the magical power of dru»:s 
is not new. it helped to give medicine the authoritv ot a priesthood, 
and to recreate the glamor of ancient mysteries tfO). 

The idea of eradicating measles or polio has come to seem attractive to us 
simply because the power of medical science makes it 'seem technically pmble: we 
worship every victory of technology over nature, just. as the bullfight celebrates the 
triumph ol human intelligence over the brute beast. 

That is why we do not begrudge the drug companies their enormous profit 
and gladly volunteer our own bodies and those of our children for uicir luitv 
experiments. Vaccination is essentially a religious sacrament of ourtfwh participation 
in the miracle, a veritable aulo ia-lt in the nanf^e of modern civilization itself. 

Nobody in his right mind would seriously entertain the idea that, il we vould 
somehow eliminate, one by one, measles and polio and all the known diseavs 
mankind, we would be any the healthier for it. or that other even more senou> 
diseases would not quickly take their place. 

Still less would a rational being suppose that the illnesses from which he suffered 
were entities" somehow separable from the patients who bufter them, and that 
with the appropriate chemical or surgical sacrament, this separation can literally be* 
carried out. 

U't these are precisely the ' miracles we are taught to believe in. and the 
idolatries to which we aspire. We prefer to forget the older and simpler truths, thai 
the propensity or susceptibility to illness is deeplv rooted in our biological nature 
and that the phenomena of disease are the expression of our own life energy, trvinc 
to overcome whatever it is trying to overcome, trying, in short, to weal itself. 
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The myth that we tan find technical solutions for all human aliments seems 
attractive at first, precisely because It by passes the problem of heajing. which is a 
genuine mirade in the sense that it can always (ail to occur, We are all genuinely at 
risk of illness and death at every moment: no amount of technology can change that. 
Yet the mission of technical medicine is precisely to try to change that: to stand at 
ail times in the front lines against disease, and to attack and destroy it whenever and 
wherever it shows itself. 

That is why, with all due respect, [ cannot have faith in the miracles or accept 
the sacraments of Merck, Sharp, and Dohme and the Center for Disease Control, t 
prefer to stay with the miracle of life itself, which has given us Illness and disease, but 
also the arts of medicine, and healing, through which we can acknowledge and 
experience our pain and our vulnerability, and sometimes, with the grace of God 
and the help of our fellow men, an awareness of health and well-being that transcends 
all boundaries. That is m H religion; and, while I would willingly share It. I would not 
font it on anyone, 
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POSTSCRIPT ON IMMUNIZATIONS: 1 
Directions for Future Research 
Richard Moskowitz, M.D. 

When I wrote "The Case Against Immunizations/' my intention was simply to 
understand my own experience, to develop a coherent and plausible line of reasoning 
that could explain what t had read and felt and thought about. andv^Tmy patients 
were telling me. 

The next step is to address the issue of txpaimtnlal verification, to try to sketch out 
where and how we might look for valid, repeatable evidence for the efficacy, safety, 
and mode of action of the common vaccines. 

As I reread the argument, I realized that even the more speculative ideas in it 
opuld in fact be tested quite easily with the standard research techniques now in 
common use. Because I myself have very little research training or experience, I am 
doubly curious why such tests were not carried out long ago. 

A number of scholars have certainly entertained these ideas before, as I indicated 
in the text, and even considered them publicly. The only obstacle that I can sec to 
taking them seriously is that they are "heretical," that it would be impossible even 
to take the time to study them without a "paradigm shift" of some magnitude (i). 

4 

i. How Effective Are the Vaccines? 

I argued in the text that if the vaccines act by suppressing the ability of the 
organism to mount an effective acute inflammatory response, then we can no longer 
accept a simple drop in the incidence of the acute disease as a measure of true immunity. 
1 also argued that the mere presence of circulating antibody cannot suffice either, 
because the diseases in question do continue to break out even in serologically highly 
'immune' populations. 

What sfrlkes me as a Ear more Interesting and relevant measurement is the 
degree to which the vaccine "protects" against the acute disease when the latter 
actually does break out. This could be determined relatively easily by studying the 
incidence and morbidity of each disease in fully and partly-immunized populations, 
as compared with those of their non-tmmunlzed neighbors. Such a study would still 
have nothing to say about the possibility of immuno-suppresslon. But It would at least 
give a truer perspective on the ability of the vaccines to do what their proponents 
seem to want them to do. 

I cannot resist pointing out that such research obviously requires a sizeable 
- cohort of un-lmmunlzed people, which is now being provided by those parents who 
have refused to immunize their children, despite the concerted efforts of the medical 
and public health authorities to intimidate and punish them. The nme remit cou' J 
of course be achieved much more efficiently by simply making the vaccina apliM, 
as they are In West Germany, Sweden, the United Kingdom, and some other places, 
which would allow the experimental and control groups to select themselves. Our 
frantic efforts to secure 100 percent compliance with the present mandatory program 
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evidently succeed only In making such studies Impossible. 

A closely-related type of study would be to measure the effectiveness of re- 
inminiialion at varying intervals after the original course. In this case, there would be 
two control groups: 

1) the same unlmmunlzed cohort, as before; and 

2) a group of children previously vaccinated, whose parents decided not to give 
them the "booster" dose. 

This study would also measure the Incidence and morbidity of the acute disease when 
it dots break out. rather than simply the circulating antibody titer* which is probably 
far less relevant. 

My conjecture, based on the preliminary studies I cued in the text, is that both 
primary and booster vaccinations tend to give considerably less protection against the 
corresponding acute disease when it docs break out than the simple drop in incidence, 
or the rise In antibody titer, would indicate. 

Both of these studies could also be earned out in suitable animal populations, 
using vaccines developed against diseases peculiar to each species, such as canine 
distemper, lcptospirosls, and the like, Inasmuch as what we are concerned with 
includes the effectiveness and mode of action of the vaccines in general. 

A third possibility would be to investigate the relationship between circulating 
antibody and "immunity" in the above sense. This could be done by measuring 
antibody titer periodically in a large pooled sample, and then retrospectively com- 
paring baseline titers in an immunized group that subsequently developed the disease 
with another Immunized group that was exposed to the disease but did not develop 
it. Both could then be compared with the corresponding non-immunized groups, 
who would be expected to show no measurable titers at all prior to exposure, 

2. How Do the Vaccines Act? * 

As I argued in the text, the problem with all of these studies is that they 
systematically ignore the crucial possibility that the vaccines may act immunosup- 
pressivcly, and may therefore produce or at least promote a variety of obscure chronic 
diseases over long periods of time. This Is why the "effectiveness" of the vaccines 
cannot really be stud'ed In isolation without first understanding their mode of action 
in a more comprehensive fashion. 

(ndeed. the issue of effectiveness is actually misleading, insofar as it leads cs to 
focus on the typical acute disease, rather than the broad spectrum of biological effects 
that an be associated with .bacteria, viruses, and the vaccines derived from them, a 
spectrum that includes latent, subclinical, and chronic phenomena as well. We cer- 
tainly know of situations in which inability to develop acute disease represents the 
exact opposite of good health, i.e., the consequences of chronic immune lolaana 
rather than true Immunity. 

At the crudest level, then, we need to study the effects of the vaccines, both 
acutely and long-term, on various clinical and laboratory parameters of health and 
disease. In the case of the pertussis vaccine, for example, we need good prospective 
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studies on the Incidence and severity of various hematological and CNS abnormalities _ 
over time, following the administration of the single vaccine at the usual time land 
at routine intervals before and after), This could be done simply and inexpensively 
by performing CBC's, brief neurological exams, and behavioral assessments on the 
same self-selected group* of immunized and un-immunlzed children. 

Another method would be to follow certain obvious clinical variables ar the time 
of the normal well-child and other pediatric visits, such as the incidence */W«everlty( 
of acute and recurrent URL tonsillitis, pharyngitis, otitis n;*dla, cervical adenopathy, 
and the like, in both immunized and un-immunized children over a period of years. 

The same experimental format should also make it possible to sort out the 
various patterns of chronic morbidity following each individual vaccine. Again, the 
crucial importance of the un-lmmunlzed cohort becomes obvious. With regard to 
pertussis, for example, my clinical experience to date strongly suggests that the 
immunized group will have a significantly higher incidence and morbidity from 
chronic and recurrent infections, with higher rates of complications and disability, 
such as myringotomies, hearing loss, etc, 

A long-term study could then follow these same children through older child- 
hood and adolescence, to determine the incidence and morbidity of various chronic 
diseases, such as eczema, asthma, rheumatoid arthritis. SLE. ulcerative colitis, multiple 
'sclerosis, and other Idiopathic degenerative, CNS1 or connective-tissue diseases, as well 
as mental retardation, hyperactivity, school and behavior problems, convulsive dis- 
orders, leukemia, and other forms of cancer, Once again, my suspicion is that the 
immunized group would show a significantly higher increase in the incidence and 
morbidity in all these categories. I hopt I'm wrong, but I don't think 1 am. 

Another interesting and useful study would be to measure the effect of the 
common vaccines on the incidence and morbidity of other acute infections to which 
the individual was definitely or probably exposed (influenza, hepatitis, genital herpes. 
Colorado tick fever, etc.). The point here would be to see if the vaccination process 
has any effect on the capacity of the immune system to deal with acute infection 
generally, which seems quite probable. 

In this case there would be two control groups: 

1) one group of children not previously immunized Ugainst measles, mumps, or 

whatever), who were subsequently exposed to influenza, hepatitis, or some 

other acute infection; and 
:) a group of similar children who contracted and recovered from acute measles. 

mumps, or whatever, some time before their exposure to influenza, hepatitis. 

etc. 

Again, my conjecture is that both groups, while perhaps no less likely to contract the 
second disease, would show significantly less acute and chronic morbidity as a result of 

it. 

Along these same lines, it would not be very difficult to design some good 
animal studies investigating the possibility of immunosuppression by the vacdnes, This 
could be done by measuring leukocyte and macrophage activity both in vivo ai*l in 
vitro, in response to various challenges, such as exposure to unrelated infections, 
allergens, and chemicals. Various liver function tests, as well as the ability of the spleen 
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and bone narrow to respond to hemorrhage and blood transfusion could also be 
followed. Finally, the ability of both Immunized and unimmunlzed animals to reject 
homografts could be measured quite easily. 

Careful cytogenetic studies could also be made* to show the effects of vaccination 
on karyotype and chromosome morphology, beginning with typical ' target" cells for 
which the vaccine in question has a known affinity (e.g., liver parenchymal cells in 
hepatitis, parotid acinar cells in mumps, cells of the nasal mucosa in measles). Careful 
vlrological studies of these £ame cells should also make it possible to recover or at 
least 'demonstrate the existence of episomes or viral nudeoprotein moiettes within 
the DNA or RNA of the host, which would confirm the suspicion of latency and 
chronic infection, at least in the case of the live vaccine. 

But, whichever studies are done, the point is that the technology to do them 
already exists; and the only thing that prevents them from being done is our own 
ideological resistance to the self-evident truth that vacdnes are not simply "wonder 
drugs" that produce specific antibodies and nothing more, b^c complex, biologically* 
active substances whose effects on the human organism urgently need to be invest!- 
£ted. 

NOTES. 

t# Kuhn. T.S., "The Structure of Scientific Revolutions," University of Chicago. 2nd Edition. ig?o. Chapters 
• j ind 2. 
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7 January 1984 



Mr. Jeff Schwartz, Esq. 
Box 563 

1377 H K M Street, N.W. .« 
Washington, D.C. 20005 

Dear Mr. Schwartz: 

At a meeting at the National Institutes of Health 
1n Bethesda several months ago, lawyers Instructed 

physicians and other government employees, who deal 1n v . 

their official capacity with the public 1n matters of ~ 
health, on how to conduct themselves and on how to keep 
records to maxImUr protection against losing 1n the 
event that a neuter of either group 1s sued. 

In your 27 November note (concerned with S. 2117, 
the "National Childhood Vaccine-Injury Compensation 14 ) 
you wrote that H Ue would very much eppredate your review 
and suggestions regarding the bill . . . From our stand* « 
point In negotiating with the AAP [American Academy of 
Pediatrics], we do not feel the bill 1s 'perfect 1 ... 
There are numerous th.1ngs that we would probably change. 
But some constraints of political feasibility were 
operative and we did the best we could at this stage 1n 
the process. 11 



In an attachment [Congressional Record— Senate, 
November 17, 1983] to your 27 November note, Senator 
Hawkins wrote, 1n part (page 16612); 

Increased vaccine costs threaten the childhood 
Immunization program 1n another way: Dramatic 
Increases 1n price mean that fewer children will 
te Immunized. According to a spokesperson of one 
»-f the three private pharmaceutical companies 
Currently manufacturing the pertussis vaccine, the 
cost of a 15 -dose vial of pertussis vaccine Increased 
from $4.67 to $42 in June of this year. That repre- 
sents an unbelievable tenfold Increase. The company 
had only two alternatives: either to discontinue 
manufacturing the vaccine or to Increase its price 
radically. The director of marketing of that U.S. 
vaccine manufacturer, Douglas Reynolds of Connaught 
Laboratories, Informed the chairman of the Academy 
of Pediatrics 's Committee on Infectious Diseases 
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that "Connaught definitely endorses the concept of new legislation 
to establish a compensation system for those Individuals who suffer 
a serious adverse reaction and attendant losses as a result of 
vaccination* Such a system should: One, assure that those actually 
injured are compensated for their losses to the extent society can 
reasonably provide, and two, eliminate the frivolous lawsuits that 
even when thwarted have substantial costs Involve. Neither the 
vaccine manufacturers nor other responsible parties In the radical 
community are looking for an escape from the costs of negligence, 
but the concept of absolute liability applied to Immunlietlon 1s 
not 1n the best Interest of society's public health goals." 



-With the Information contained 1n the above paragraphs 1n mind, we 
followed your suggestion and reviewed S. 2117. Some comments resulting from 
our review follow: 



Sec. 2111(d) 

(3) nothing Included (or referred to) In the Vaccine-Injury 
Table 1n section 2114(a), nor excluded from such table, shall be 
admissible for any purpose whatsoever in any action Ifi tort" In any 
state or Federal court for damages for any vaccine-related Injury. 
Nor shall any matter Included In, referred to, or excluded from, such 
table be afforded any weight by the decider of fact 1n any such 
action "1n tort. 

(4) nothing included (or reftrrt^ to) 1n the review 11st In 
section 2114(c), nor excluded from such list, shall be admissible 
for any purpose whatsoever in any action in tort In any state or 
Federal court for damages for any vaccine-related Injury . . . 
(underscoHngs here and elsewhere 1n this letter are ours). 



Comment : 

While the words In the above sections might make legal sense, 1n our 
judgment, they violate common sense, since "nothing*. . . in the . . . table 
. . . nor excluded from [the table] shall be admissible . . ." means that 
nothing in the universe remains to be admissible since all 1n the universe 
1s either m or out of the table. The same applies to the review Hst. 
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Sec. 2112(a) " 

(3) the first symptom or manifestation of the onset (or. signifi- 
cant aggravation) of any such Illness* disability* 1nJury~or condi- 
tion occurred within the nwul site tljne period after vaccine 
adnlnlstratl'on set forth In the Vacclne-lnJury Table urtder section 
2114 , regardless of whether or not such symptom or manifestation 
was recognized or recorded as such within that period 



Cofltnent : 

Even a casual examination of the relevant medical literature will show 
that a significant number of cases of vaccine Indeed "Illnesses* disabilities, 
Injuries or conditions listed 1n the Vaccine-Injury Table under section 2114" 
occurred later than "the requisite time period after vaccine administration 
set forth In the Vaccine-Injury Table under section 2114. N These cases 
(with delayed onset of symptoms and manifestations of vaccina Induced 
damage) are excluded from relief under provisos of S. 2117. 



Sec. 2113(f) 

(1) A decision to provide compensation under this title* when 
final* shall constitute an obligation of the United States and 
shall be backed by the full faith and credit of the United States. 

(2) Compensation shall be paid from the National Vaccine- Injury 
Compensation Trust Fund established by section 2119. 



Sec. 2119(c) 

(2) The surcharge(s) shall be established by the Secretary of 
Health and Human Services on each childhood vaccine listed 1n the 
Vaccine Injury Table under section 2114. for' each manufacturer of 
such product sold 1n the United States* after consultation with 
the Commission established under section 2118* on July 1* 1984* 
and on July 1 of each succeeding year. 



Coflinent: 

« 

Senator Hawkins wrote in her statement published 1n the Congressional 
Record (P November 1983* page 16612. and quoted at length 1n paragraph 3 
of this letter); 



Increased vaccine costs threaten the childhood Immunization program 
in another way: Dramatic increases 1n price mean that fewer children* 
will be inmjnized. According to a spokesperson of one of the three 
private pharmaceutical companies currently manufacturing the pertussis 
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vaccine, the cost of a IS-dflse via! of pertussis vaccine Increased 
from $4.67 to $42 1n June of tMs year. That represents an 
• unbelievable tenfold Increase. Tht comply had only two alternative! 
either to discontinue manufacturing the vaccine or to Increase Its 
price radically. 

There 1s nothing 1n S. 2117 that precedes or follows Sec. 21W that 
shows that establishment of a "uniform or variable annual surcharge on the 
manufacturer of each vaccine listed 1n the table 1n sectlo.- 2114" will not 
result 1n further Increases 1n vaccine costs— cost Increase- that even now 
are characterized by Senator Hawkins as "dramatic" and that • . mean 
that fewer children will be Immunized. 11 



Sec. 2114(b) 

(6) (C) In assessing whether a petitioner has suffered a chronic 
or long-term complication or sequela of an encephalopathy (acute) 
under this title, the court shall consider, 1n addition to other 
appropriate factors, whether and, 1f so, when and to what extent the 
petitioner has suffered the following effects: seizures, convulsions, 
or focal neurological signs; developmental delay, learning disabilities, 
or mental retardation; hyperklnesls; paralysis or other motor or 
muscular Impairments; sensory Impairment or loss; unusual or extreme 
emotional dysfunction . 



What 1s an unusual or extreme emotional dysfunction? The answer 
depends upon the observer and the reporter of 'the dysfunction. This Is a 
kind of loophole through which many escape* leaps have been made 1n the past 
and through which many more escape-leaps will be made 1n the future. 



Sec. 2114(c) 

(1) Not later than three years after the date of enactment of 
this title, the Secretary shall complete a review of all relevant 
medical and scientific Information (including Information ootalned 
from the studies required under paragraph (6)) on the nature, 
circumstances, and extent of the relationship, 1f any, between 
pertussis-containing vaccines (Including whole eel 1 , extracts, and 
specific antigens) and the following Illnesses or conditions; 



Comment: 



(A) hemolytic anemia . . . 
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Comwsnt i 



We believe that a worthwhile evaluation of a recent review Involving 
the Secretary [of the Department of Health and Hunan Services] can be derived 
from your words given at the Open Meeting, Pertussis and Pertussis Vaccines, 
Interagency Group to Monitor Vaccine Development, Production and Usage, 
Rock vine, Maryland, 26 April 1983, Before that group, you began your state- 
ment with "We are given ten minutes to present a point of view on a subject 
that 1s so complex, that ten minutes cannot begin to do justice to It" and 
near the close of your statement with M Ke think the whole notion of causation 
that has been applied to the SIDS analysis would never survive scrutiny if 1t 
were applied to any other situation. It would never-you would never apply 
the same test of causation to cigarette smoking or air pollution control . . . 
and yet you have been willing to go back and make your best effort to find 
out what the reactions are there and to find out what the risk factors are 
and to not require proof beyond any possible doubt/ (For your convenience, 
• copy of the full text of your statement and comments are attached to this 
letter.) 



So much for the quality of reviews that "the Secretary shall 
complete . . 



Sec. 2114(c) 

(6) (D) There are authorized to be appropriated such sums as are 
necessary for fiscal years 1984, 1985, and 1966 for the purpose of 
making payments for the conduct of the studies required under this 
paragraph . If appropriations under this subparagraph are Insuffi- 
cient for m aking such payments, then Payments shall be made from the 
t rust fund established under section 21i§ , 



What assurances are given 1n S. 2117 that expenses incurred 1n "the 
conduct of the studies required under this paragraph* 1 will not bleed to 
exhaustion "the trust fund established under section 2119"? 



Sec. 2117(a) 

(2) (c) Any Federal district court referred to 1n subsection (b) 
shall have jurisdiction to entertain such dvll action, to award 
appropriate damages as provided 1n subsection (a) to the Fund, and 
to enforce Its orders and decrees, 1n any case 1n which the Secretary 
proves by a preponderance of the evidence that the compensated 
party's Injuries were proximately caused by the defendant's negli- 
gence or by a vaccine which was defective or unreasonably dangerous , 



Conmjnt: 




838 



Comment : 

What 1s an unreasonably dangerous vaccine? 



«• 

A careful review of the first thirty-three pages and a brief scan of 
the remaining twenty-one pages [we will not make comments, many as there are, 
resulting from the scan of the twenty-one pages for 1f we did this letter 
would go on and on] of S. 2117 {"National Childhood Vaccine- Injury Compensa- 
tion Act") resulted 1n the following conclusions: 

1. Physicians and other health care providers as well as vaccine 
manufacturers, acquainted with the kind of legal advice g1ven-at a meeting 
at the National Institutes of Health seve;n1 months aao to physicians and 
other government employees who deal In matters of public health, will use 
the provisions of S. 2117 to their advantage while children who suffer 
serious adverse reactions to administration of childhood vecdnes will be 
grievously disadvantaged by the provisions of this bill. 

2. We agree with you that the bill 1s not "perfect, " but we go 
further: passage of S. 2117 Into law might be acceptable 1n Utopia, but 
passage of S. 2117 Into law will be catastrophic 1n the real world* Our 
reasons for this conclusion are given 1n our comments on this carelessly 
drawn bill in earlier paragraphs 1n this letter and 1n your observation that 
■ . . . some constraints of political feasibility were operative and we did 
the best we could at this stage in the process. 1 Our agreement with you 
that the b111 1s not "perfect" 1s reinforced by these words from Senator 
Hawkins 1 statement: "The director of marketing of thet U.S. vaccine manu- 
facturer, Douglas Reynolds of Connaught Laboratories, Informed the chairman 

of the Academy of Ped1atr1cs's Committee on Infectious Diseases that 'Connaught 
definitely endorses the concept of new legislation to establish a compensation 
system for those Individuals who suffer a serious adverse reaction and 
attendant losses as a result of vaccination. Such a system should . . . 
assure that those actually Injured are compensated for their losses to the 
extent society can ^asonablv provide . . • 



We undertook review of S. 2117, at your Invitation, with the background 
given in paragraph 4 of this letter and with knowledge that we do not operate 
under "constraints of political feasibility" and we now suggest that 1f the 
provisions of this bill become law, 1t will be a great day for the American 
Acadeny of Pediatrics and for Connaught and for other vaccine manufacturers 
but a sad day for the children of this country. 




884 



I hope that you accept our comments and conclusions drawn from our 
review of S. 2117 In the spirit of helpfulness end cooperation with "which 
they are sent. , 

Very best for a good New Year. 




cc: Senator Paula Hawkins 
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r Jo Ann Oool: 

?.(. 3o:< 5511 • 

Pine Bluff Art.,, 71611 



Paula Hawkins 

Unite. 1 St a- e3 Senator 

3ear Senator Hawkins 

I sun eaoourajod by yaur letter dated April 10, 1934 
statins that , th/ parents pane: ha3 been expanded to include 
additional persona ac .veil .as submitted testimony. 

I wish to uubMit v/ritten testimony if. 3-.2 f il7 and the . 
compensation s »r:%m us fol.owo; 

On the *'ace of .3enate 3ill 5-2117 the purp v re appears 
tc •;■ t* -Jw rpo.icitfe. those children -vith sustra-ieu 
:.-erroctible da'£a;;oi 

• n further invest isati.n of the Sill eont*. . it io 
&ppaz°eht ti:o purpose- .is not to a* .pe:uate ciiil'-v t. 
dei-re^se tr.e . iv)i. i*y of t:i^3t v.*iVu vojfcc-' 1. . •# • ■ v » 
the a\nufacturer»e of vaccinations, , Medical Doctors and 
Public :iea..th roiie;. Yot it is these sa=ie persons tha- 
have failed the children y not ir.prwVi.ii- the fefeotive 

■: u-.laaticr. prcjraia. ?c e;islate a ii-1 of co .pensation 
for children -.vil.: enc.ur .ee these bodies tt continue defective 
tractiseu. 

;our--3 have hoi: 8 , t.io le is. itive bo.;y . f . e ;cl: 

it :e !v.o tee police p. V enact "aw cc-.co.v.i 5 i r.uniaat- 
U:-.. : v/;.-.i..d c:nc.u : e fr: : tMa th-.t a resy. /.side con- 
ens- ti--: w u" J be -:Cv p. iched ■>;■ the sa:e body tint enabled 

?.:e : : . r. - --21 17 nc written v/i..i 

be co per.s .tiiHcr a :.:si of quality of . ife. ^ we ahou.d 
have U sh.' 5fS ' e for serine -ti :i :Si n :i.:y da .aje i: 
lis: . : q v. :f - ife. I ".save . •-■-■Sw-sa.y p —-2- s 

of ,3- . -2 - . L .-.-v ; w r periods fc -i/vi.ij i-zsiiftiaat . :n. 
wis t: d b - ?--dia:r:cv.a ti.vt re^cti .-.£ U the va-jr. nation 
c.-'ci be rev r e. - in f ac . ill t:. t ca.. .ft "^s is tc treat 
the 3 :.tLc.^:. : .v/s oio ©Vila v.ith .ri, ti# -n* : il": 

. ' f - ii:- ::e:, a*.! ..ou3e u.« p;\m /s^St 
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v.-as c t.:::u. i thy .;. J T vj.jv-L .c* It wm.d be a:: i. justice 
to citise s t„ as., tliat t'-.o/ face the burden of d^-m^e for 
defective vaccinas. 

I:' the ' i . J-211T passes .as it now stands it will 
lev c i .. li.'w?) vj:i*i ;u protecti^r, and establish u::re .sonrTc e 

perio-is :*~r .Uv.r^e reactions *o aunifest. For a 

-jv .;jenJ&ti-\ wO be tf any va^ue it WwU.d have to be :.ut — 

matic v/it :r ; ; i u-: anount of burden nat a court battleground. 

;o ef: active jtv rciuce maji it would have tc include 

prcv;o..nc for x'.ie in."o~sed parent tc decline the i nnunisations. 
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Senator Hawkins. That will conclude this hearing. Thank you 
all for helping. 

[Whereupon, at 1:15 p.m., the committee recessed, subject to the 
call of the Chair.] 
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